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DEPARTMENT  OF  HEALTH  AND 
HUMAN  SERVICES 

20  CFR  Ch.  Ill 

21  CFR  Ch.  I 

42  CFR  Chs.  I-IV 

45  CFR  Subtitle  A,  Chs.  II,  III,  and  XIII 

Semi-Annual  Agenda  of  Regulations 

agency:  Department  of  Health  and 
Human  Services. 

ACTION:  Publication  of  semi-annual  , 
agenda  of  regulations  (Executive  Order 
12291  and  the  Regulatory  Flexibility  Act 
of  1980). 


summary:  The  President’s  February  17, 
1981,  Executive  Order  on  Regulations 
(Executive  Order  12291)  and  the 
Regulatory  Flexibility  Act  of  1980 
require  the  Department  to  publish  in 


April  and  October  an  agenda  of 
significant  regulations  being  developed 
and  an  indication  of  those  regulatory 
actions  that  are  being  analyzed  for  their 
affect  on  small  businesses. 

This  Agenda  contains  only  those 
regulations  that  are:  (1)  speciHcally 
required  by  statute  or  court  order;  (2) 
implementing  decisions  made  after 
January  20, 1981;  or  (3)  the  result  of 
ongoing  review  of  existing  regulations 
initiated  prior  to  January  20, 1981. 

The  Department  is  in  the  process  of 
establishing  new  procedures  intended  to 
reduce  significantly  the  number  and 
scope  of  new  regulations  issued  in  the 
future.  In  addition,  the  Department  is 
undertaking  a  systematic  review  of 
significant  regulations  already  “on  the 
books"  to  eliminate  unnecessary  and 
overly  burdensome  requirements. 

Many  regulations  listed  in  the 
Department's  last  semi-annual  agenda 
(published  on  December  19, 1980)  are 
not  included  in  this  April  list.  The 


Secretary  is  reviewing  all  regulatory 
actions  initiated  but  not  completed  prior 
to  January  20, 1981,  and  decisions  to 
proceed  will  be  made  on  a  case-by-case  ' 
basis.  Therefore,  exclusions  from  this 
agenda  only  signifies  that  decisions 
have  not  been  made  on  particular 
regulatory  actions  in  the  December  1980 
Agenda. 

FOR  FURTHER  INFORMATION  CONTACT: 

For  further  inquiries  or  comments 
related  to  specific  regulations  listed  in 
the  agenda,  the  public  is  encouraged  to 
contact  the  appropriate  responsible 
individual.  Questions  or  comments  on 
the  overall  agenda  should  be  sent  to: 
Glenn  Kamber,  Deputy  Executive 
Secretary  (Regulations)  Office  of  the 
Secretary,  Department  of  Health  and 
Human  Services,  200  Independence 
Avenue,  SW.,  Washington,  D.C.  20201, 
Telephone:  (202)  245-3160. 

Dated:  April  23, 1981. 

Richard  S.  Schweiker, 

Secretary  of  Health  and  Human  Services. 


Department  of  Health  and  Human  Services  Semiannual  Regulations  Agenda  and  Review  List 

Office  of  the  Secretary 

Title  Summary  Contact 


OIG-1— Grants  to  States  for  State  Medicaid  A.  Description:  The  OtG  is  reconsidering  policy  decisions  made  in  existing  Joseph  J.  Piazza.  Director,  Division  of  State  Fraud  Control, 
Fraud  Control  Units.  regulations  that  governor  State  Medicaid  Fraud  Control  Units  and  their  relation-  Office  of  Inspector  General,  330  Independence  Ave. 

ship  to  State  Medicaid  agencies.  These  rules  set  forth  eligibility  for  funding,  SW.,  Washington,  D.C.  2020t  202/472-3222. 
mandatory  and  optional  functions,  staffing  requirements,  application  and  report¬ 
ing  procedures,  and  funding  limitations. 

B.  Why  Significant:  The  proposed  amendments  would  eliminate  some  unneces¬ 
sary  limitations  on  unit  funding,  but  would  increase  minimum  requirements  for 
participation  to  strengthen  unit  performance.  Some  of  these  changes  are  in 
response  to  a  GAO  report,  congressional  enactment  of  permanent  funding  for 
these  units  and  expressions  of  concern  on  unit  activities,  and  OIG  experience 
with  the  units. 

C.  Regulatory  Analysis:  Not  required . 

D.  Need:  To  interpret  P.L.  96-499  and  to  improve  the  productivity  of  the  units . 

E.  Legal  Authority:  P.L  96-499;  P.L.  95-142;  Sections  1903(a)(6)  and  1102  of 
the  Social  Security  Act 

F.  Chronology:  The  regulations  proposal  Is  the  first  step  in  the  development  of 
the  proposed  amendments. 

G.  Covered  by  the  Regulatory  FtexXxIity  Act:  No . 

OS-1— Requirements  and  Procedures  Applica-  A.  Description:  This  final  rule  would  set  out  the  requirements  and  procedures  for  Norval  D.  (John)  Settle,  Chair,  Departmental  Grant  Appeals 
ble  to  Appeals  Before  the  Departmental  appeals  to  Departmental  Grant  Appeals  Board  for  certain  disputes  (listed  Board,  Room  2004,  Switzer  Building,  330  C  Street  SW., 
Grant  Appeals  Board.  therein)  arising  for  HHS  programs.  Washington,  D.C.  20201. 

B.  Why  Significant:  This  rule  will  revise  earlier  editions  and  is  designed  to  provide 

a  fair  and  impartial  process  as  well  as  substantial  revision  to  provide  for  a  / 

quick  and  flexible  process. 

C.  Regulatory  Analysis:  Not  needed . 

0.  Need:  To  keep  impartiality  of  Board  while  at  the  same  time  providing  a 

quicker  more  flexible  process  for  grantees  and  agencies.  To  aid  in  shortening 
the  time  lor  final  closeout  or  audit  reports  that  are  in  dispute. 

E.  Legal  Basis:  5  USC  301;  Reorganization  Plan  of  1953  (Sec.  1.  5,  6  and  7) . 

F.  Chronology:  Revision  of  previous  edition  proposed  rule  published  on  January 
6,  1981;  Public  Hearing  held  February  17;  comment  period  ended  March  9, 

1981. 

OCR-1— Nondiscrimination  on  the  Basis  of  A.  Description:  The  regulation  will  prohibit  age  discrimination  in  programs  and  George  Lyon,  Office  of  the  General  Counsel,  Civil  Rights 
Age  in  Federally  Assisted  Programs.  activities  that  receive  financial  assistance  from  the  Department.  Division.  (202)  245-6246,  330  Independence  Ave.  SW., 

B.  Why  Significant  The  regulation  will  set  forth  the  specific  responsibilities  of  Washington,  D.C.  20201. 
recipients  and  will  protect  individuals  from  age  discrimination  in  HHS-assisted 

programs  and  activities. 

C.  Regulatory  Analysis:  Not  required . 

D.  Need:  Pursuant  to  the  Act  the  Secretary  is  required  to  promulgate  agency- 
specific  regulations  setting  forth  the  responsibilities  of  its  recipients. 

E.  Legal  Basis:  42  U.S.C.  6101  et  seq . 

F.  Chronology:  Government-wide  final  regulations  to  implement  the  Act  were 
published  by  the  Department  in  the  Federal  Register  on  June  12,  1979  (44 

•  FR  33768).  The  Department's  agency-specific  NPRM  was  published  Septem¬ 

ber  24,  1979  (44  FR  55108).  Comment  period  ended  November  23,  1979. 

G.  Covered  by  Regulatory  Flexibility  Act:  No . 

Cost  Principles  for  Nonprofit  Organizations . A.  Description:  Amendment  to  HHS  General  grants  administration  regulation  to  Gary  Talesnik,  Office  of  Grants  and  Contract  Financial 

implement  OMB  Qrcular  A-122.  Cost  Principles  for  Nonprofit  Organizations.  Management.  Room  533-H.  Humphrey  Bldg.,  200 

Independence  Avenue  SW.,  Washington,  DC.  20201, 
202-245-8771. 

B.  Why  Significant  Amendment  would  implement  Government-wide  cost  princi¬ 
ples  and  further  the  objective  of  having  consistent  rules  for  Federal  grantees. 

C.  Regulatory  Analysis:  Not  required . 
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Department  of  Health  and  Human  Services  Semiannual  Regulations  Agenda  and  Review  List— Continued 

Offica  of  tlw  Secretary 

Title  Summary  .  Contact 

D.  Need:  Required  to  comply  with  0MB  directive  . . . . . . . . . 

E.  Legal  Basis:  5  U.S.C.  301 . . . 

F.  Chronology:  None . 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . 

Cost  Allocation  Rans  for  Public  Assistance  A.  Description:  Revision  and  Consolidation  of  current  program  regulations  on  Edwrard  Tracy,  Office  of  Grant  and  Contract  FmarKial 
Programs.  submission  and  approval  of  cost  allocation  plans  used  by  State  agencies  to  Management.  Room  533-H,  Humphrey  Bldg.,  200 

claim  administrative  costs  on  public  assistance  programs  (e  g,  Medicaid,  AFCX!  lrKfependerx»  Avenue  SW.,  Washirtgton.  O.C  20201. 
etc.).  202-755-7633. 

B  Why  Significant  Regulation  would  provide  compreherrsive  guidance  on  the 
subtTiission  and  approval  of  cost  allocation  plans  required  to  claim  administra¬ 
tive  costs  on  all  HHS  financed  public  assistance  programs. 

C.  Regulatory  Analysis:  Not  required . 

0.  Need:  To  clarify  requirements,  eliminate  duplicative  coverage  in  individual 
program  regulations,  provide  more  definitive  guidance,  and  simplify  appeals 
procedures  related  to  “cross-cutting"  cost  disallowances. 

E.  Legal  Basis:  Sec.  1102,  49  Stat.  647,  42  U.S.C.  1302 . 

F.  Chroraiogy:  None . 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . 

Equipment  Acquired  Under  Public  Assistance  A.  Description:  Revision  and  consolidation  of  current  program  regulations  on  the  Edward  Tracy,  Office  of  Grant  and  Orntract  Fnancial 
Rograms.  allowability  of  equipment  costs  under  public  assistance  programs  (e.g.  Medic-  Management,  Room  S33-H,  Humphrey  Bldg.  200 

aid.  AFDC,  etc.)  and  on  the  management  and  disposition  of  equipment  under  Independerrce  Avenue  SW.,  Washington.  O.C.  20201. 

the  programs.  202-755-7633. 

B.  Why  Significant  Regulation  would  substantially  liberalize  and  simplify  current 
regulations  on  this  subject. 

C.  Regulatory  Analysis:  Not  required . 

0.  Need:  To  establish  a  more  realistic  threshold  for  determining  whether 

equipment  costs  can  be  claimed  at  the  time  of  purchase  or  must  be 
depreciated.  Also  needed  to  eliminate  duplicative  coverage  in  individual  pro¬ 
gram  regulations,  and  to  simplify  and  clarify  regulations. 

E.  Legal  Basis:  Sec.  1102,  49  Stat.  647,  45  U.S.C.  1302 . . 

F.  Chronology:  None . . . 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . . . . . 

Adminstration  of  Grants,  45  CFR  Part  74 .  A.  Description:  These  amerrdments  will  transfer  certain  policies  contairred  in  the  Matthias  Lasker,  Director,  Division  of  Grants  Policy  and 

Department's  Grants  Administration  Manual  to  the  HHS  grants  administration  Regulations  Development,  OGP,  Room  5130.  Humphrey 
regulation.  Miscellanous  clarifications  and  refinements  of  current  provisions  of  Bldg.,  200  IrxIependerKe  Avenue  SW.  Washington.  D.C 
the  regulations  will  also  be  made.  20201.  202-245-7565. 

B.  Why  Significant  This  action  will  secure  public  participation  in  the  making  of 
grant  administration  rules  which  have  previously  been  adopted  without  public 
comment.  The  change  will  also  simplify  administrative  burdens  on  grantees 
who  deal  with  more  than  one  HHS  granting  agerKy. 

C.  Regulation  Analysis:  Not  required . . . 

D.  Need:  The  regulation  will  reduce  burdens  on  granteos,  and  eliminate  the  need 
for  HHS  granting  agencies  to  publish  implementation  of  many  policies  in  the 
Grants  Administration  Manual. 

E.  Legal  Basis:  Sec.  U.S.C.  301 . . . . . 

F.  Chronology:  None . ., . 

G.  Covered  by  the  Regulatory  FlexibHity  Act  No . . . 

HHS  Procurement  Regulation .  A.  Description:  Periodic  amendments  to  HHS  Procurement  Regulation  to  imple-  Fred  Lewis,  Office  of  Procurement  Policy,  Room  539H. 

ment  OMB  and  GSA  procurement  policy  directives  and  Federal  Procurement  Humphrey  Bldg.,  200  Indeperxlerrce  Avenue  SW.,  Wash- 
Regulations.  ington.  D.C.  20201,  202-245-8740. 

B.  Why  Significant  Amendments  will  implement  government-wide  policies  arv) 
procedures  which  govern  Federal  contracts. 

C.  Regulatory  Analysis:  Not  required . 

D.  Need:  Required  to  comply  with  OMB  and  GSA  policy  directives  arxf  regula¬ 
tions. 

E.  Legal  Basis:  Chapter  3.  Title  41  U.S.C . 

F.  Chronology:  None . . 

G.  Covered  by  the  Regulatory  FlexiriUty  Act  No .  ■ 

Payments  With  Checks-Paid  Letters  of  Credit  A.  Description:  The  regulations  will  rertuire  that  certain  recipient  organizations  David  Dukes.  Deputy  Assistant  Secretary  for  Finance, 
and  Delay-of-Drawdown  Letters  of  Credit.  adopt  the  checks-paid  letter  of  credit  technique  or  the  alternative  delay-of-  Room  705D  Hubert  Humphrey  Building,  200  Irrdepend- 

drawdown  technique..  ence  Ave.  SW..  Washin^on.  D.C.  20201.  (202)  254- 

7084 

B.  Why  Significant  Provides  as  a  regulatory  base  that  a  uniform  funding  method 
be  used  in  making  funds  available  to  DHHS  recipient  organizations.  The 
funding  method  wiH  insure  that  any  recipient  organization  which  draws  an 
advance  of  Federal  funds,  using  a  letter  of  credH,  will  have  their  funds  as  they 
need  them,  but  not  far  in  advance  of  their  need. 

C.  Regulatory  Analysis  Not  required . 

D.  Need:  While  the  statute  does  not  mandate  regulations,  the  magnitude  of 
advance  payments  to  recipient  organizations  requires  that  more  sophisticated 
funding  mechanisms  be  utilized. 

E.  Legal  Basis:  42  U.S.C.  4213 . 

F.  Chronology:  None . 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . 

Due  Process  Principles .  A.  Description:  The  regulation  wilt  prescribe  the  actions  that  will  be  taken  by  David  Dukes.  Deputy  Assistant  Seexetax^  for  Finarres. 

DHHS  in  resolving  or  attemptirig  to  resolve  cash  management  defiderx^  or  Room  705D  Hubert  Humphrey  Building,  200  Independ- 
abuses  demonstrated  by  any  recipient  organizatioa  ence  Ave.  SW..  Washirtgtoa  D.C.  20201,  (202)  245- 

7084 

B.  Why  Significant  Provides  a  regulation  to  ensure  that  DHHS  recipient  organiza¬ 
tions  know  what  will  happen  when  they  do  not  operate  within  the  cash 
management  requirements.  In  addition  to  knowing  what  will  happen  the 
recioient  organizations  will  know  the  time  frame  in  which  the  various  actions 
will  be  taken. 

C.  Regulatory  Analysis:  Not  required . 

D.  Need:  While  the  statute  does  not  mandate  regulations  they  are  necessary  in 
order  to  permit  DHHS  to  carry  out  its  cash  management  responsibilities  urider 
the  letter  of  credit  and  non-letter  of  credit  payment  systems. 

E.  Legal  Basis  State  of  New  York  v.  Patricia  Harris  Civil  Action  No  80-1265 
(U.S.D.C.  D.C.  July  11.  1980). 

F.  Chronology:  None . . . . 

G.  Covered  by  the  Regulatory  Flexibility  Act:  No . - _ _ _ 
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Department  of  Health  and  Human  Services  Semiannual  Regulations  Agenda  and  Review  List 

PubHe  Health  Service 

Title  Summafy  Contact 

PHS — Confidentiality  of  Alchohol  and  Drug  A.  Description:  These  regulations  apply  to  the  records  of  the  Indentity,  diagnosis.  Judith  T.  Galloway,  Legal  Assistant  Alcohol,  Drug  Atiuse. 
Abuse  Patient  Records,  minimium  require-  prognosis,  or  treatment  oi  alcohol,  and  drug  abuse  patients.  They  require  that  and  Mental  Health  Administration,  Room  13C06.  Park- 

ments  for  protecting.  records  be  kept  confidential  and  be  disclosed  rvdy  (t)  with  the  written  consent  lawn  Building,  5600  Fishers  Lane,  Rockville,  Maryland 

of  the  patient,  (2)  pursuant  to  an  authorizing  court  order  based  upon  a  finding  20857.  Telephone  (301)  443-32(X>. 
of  good  cause,  or  (3)  without  either  a  written  consent  or  an  authorizing  court 
order  in  the  following  limited  circumstances:  for  a  medical  emergency,  for  the 
conduct  of  scientific  research,  an  audit,  or  program  evaluation.. 

B.  Why  Significant:  This  rule  applies  to  alcohol  and  drug  abuse  patient  records 
maintained  In  connection  with  any  alcohol  abuse  or  drug  abuse  program 
conducted,  regulated,  or  directly  or  indirectly  assisted  by  any  departanent  or 
agency  of  the  United  States.  It  implements  statutory  requirements  which 
encourage  alcohol  and  drug  abusers  to  seek  treatment  by  removing  the  fear 
that  attempts  to  ervoll  in  treatment  programs  would  lead  to  disclosure  to 
employers  and  other  members  of  the  public  or  lead  to  police  harassment  and/ 
or  arrest. 

C.  Regulatory  Analysis:  Not  required . 

0.  Need:  These  regulations  are  required  by  section  333(g)  of  the  Comprehensive  , 

Alcohol  Abuse  arrd  Alcoholism  Prevention,  Treatment  and  Rehabilitation  Act  of 
1970,  as  amended,  and  by  section  40e(g)  of  the  Drug  Abuse  Office  and 
Treatment  Act  of  1972,  as  amended.  Rewrite  of  these  regulations  will  fulfill  the 
Department's  commitment  to  make  regulations  clearer  and  more  concise  and 
will  take  into  consideration  the  Department's  experience  with  the  regulation 
over  the  past  five  years. 

E.  Legal  Basis:  Section  408  of  Pub.  L.  92-253,  the  Drug  Abuse  Office  and 
Treatment  Act  of  1972  (21  U.S.C.  1175)  as  amended  by  section  303  of  Pub.  L 
93-282  (88  Stat  137);  and  section  333  of  Pub.  L  91-616,  the  Comprehensive 
Alcohol  Abuse  and  Alcoholism  Prevention,  Treatment,  and  Rehabilitation  Act  of 
1970.  (42  U.S.C.  4582),  as  amended  by  section  122(a)  of  Pub.  L  93-282  (88 
Stat.  131). 

F.  Chronology:  Final  Rule,  published  July  1  1975  (40  FR  27802),  has  been 
reviewed  and  a  decision  made  to  recodify.  Notice  of  Decision  to  develop 
Regulations  published  January  2,  1980  (45  FR  53)  with  a  60-day  comment 
period. 

G.  Covered  by  die  Regulatory  Flexibillly  Act  Yes . 

PHS — Foreign  Quarantine  Regulations:  Re-  A.  Description:  This  NPRM  would  provide  procedures  on  preventing  the  introduc-  Mr.  Anthony  M.  Scardaci,  Associate  Director,  Center  (or 
quirements  and  Inspectiorts.  tion,  transmission,  or  spread  of  communicable  diseases  from  foreign  countries  Prevention  Services,  Centers  for  Disease  Control,  16(X) 

into  the  United  States.  Clifton  Road  NE.,  Atlanta,  Georgia  30333,  (404)  329- 

B.  Why  Significant  The  procedures  affect  all  international  traffic  arriving  in  the  3773,  FTS:  236-3773. 

U.S.  by  ship,  aircraft,  or  land  conveyances. 

C.  Regulatory  Analysis.  Not  required . 

D.  Need:  To  update  the  regulations  in  accordance  with  current  concepts  of 
disease  surveillance,  investigation,  and  control. 

E.  Legal  Basis:  Section  361  of  the  Public  Health  Service  Act  (42  U.S.C.  264) _ 

F.  Chronology:  Notice  of  Decision  to  Develop  Regulations  published  June  29, 

1979  (44  FR  37963).  Comment  period  will  erkf  60  days  after  publication  of  the 
NPRM. 

G.  Covered  by  Regulatory  Flexibility  Act  Yes . . 

PHS— Medical  Examination  of  Afiens —  A.  Description:  This  NPRM  would  provide  lor  the  physical  and  mental  examine-  Mr.  Anthony  M.  Scardaci,  Associate  Director,  Center  for 

bon  of  aliens  within  the  United  States  or  in  other  countries  as  required  by  the  Prevention  Services,  Centers  lor  Disease  Control,  1600 
htimigiation  laws.  Clifton  Road  NE.,  Atlanta,  Georgia  30333,  404-329- 

B.  Why  Significant  The  regulations  provide  the  basis  lor  the  physical  and  mental  3773,  FTS;  236-3773. 
examination  of  aliens  to  determine  whether  the  aliens  are  afflicted  with  any  of 

the  excludable  conditions  as  stated  in  the  Immigration  and  Nationality  Act. 

C.  Regulatory  Analysis:  Not  required . 

D.  Need:  To  implement  changes  in  accordance  with  cunent  epidemiological 
concepts  and  medical  diagnostic  standards. 

'  E.  Legal  Basis  Section  325  of  the  Public  Health  Sen/ice  Act  (42  U.S.C.  264)  and 
Section  212(a)  of  the  Immigration  and  Nationality  Act  (8  U.S.C.  1182). 

F.  Chronology:  Notice  of  Decision  to  Develop  Regulations  published  June  29, 

1979  (44  FR  37962).  Comment  period  will  end  60  days  after  publication  of 
NPRM. 

G.  Covered  by  Regulatory  Flexibility  Act  Yes . 

PHS-NIOSH— Research  and  Demonstration  A.  Description:  The  following  grant  regulations  are  being  combined  into  a  single  Ms.  Mary  L.  Flint,  Regulations  Specialist,  National  Institute 
Grants  (42  CFR  Part  67).  regulation,  and  are  being  revised  to  conform  them  to  45  CFR  Part  74  and  to  for  Occupational  Safety  and  Health,  5600  Fishers  Lane, 

delete  provisions  that  duplicate  or  conflia  with  45  CFR  Part  74:  (1)  Grants  for  Room  8-11,  Rockville.  Maryland  20857,  (301)  443-4493, 

research  and  demonstrations  relating  to  occupational  safety  and  health  (42  FTS:  443-4493. 

CFR  Part  67);  and  (2)  grants  lor  advancement  of  health  in  coal  mining  (42 
CFR  Part  55). 

B.  Why  Significant  These  regulations  provide  the  regulatory  base  (or  these  grant 
programs. 

C.  Regulatory  Analysis:  Not  required . 

D.  Need:  To  conform  the  regulations  to  45  CFR  Part  74,  and  to  implement 
changes  made  by  the  Federal  Mine  Safety  and  Health  Act  1977. 

E.  Legal  Basis:  (1)  Occupational  Safety  and  Health  Act  oi  1970  (29  U.S.C. 

669(a)(1)):  and  (2)  Federal  Mine  Safety  and  Health  Act  of  1977  (30  U.S.C.  801 
el  seq  ). 

F.  Chronology:  Notice  of  Proposed  Rulemaking  published  on  March  13,  1980  (45 
FR  16209). 

G.  Covered  by  Regulatory  Flexibility  Act  No . 
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Title  Summary  Contact 

PHS — Fees  (or  Direct  Training,  Centers  for  A.  Description:  Under  Section  311(b)  of  the  Public  Health  Service  Act.  the  Center  Dr.  Seth  N.  LeUer.  Acting  Director,  Center  for  Professional 
Disease  Control.  for  Di^ase  Control  provides  technical  training  to  help  ensure  that  health  Development  and  Training,  Centers  tor  Disease  Control, 

workers  throughout  the  country  possess  the  necessary  skills  and  knowledge  to  1600  Clifton  Road  ME.,  Atlanta,  Georgia  30333,  (404) 

achieve  the  objectives  of  disease  control  programs.  The  existing  regulation  262-6671,  FTS:  236-6671. 

sets  fort),  a  lee  policy  for  this  training  and  provides  for  a  fee  schedule.  A 

waiver  procedure  to  permit  States  time  to  include  training  costs  in  their 

budgets  was  included  in  the  final  need  for  a  waiver  of  tees.  Therefore,  the 

proposed  revision  will  delete  this  requirement  in  the  regulatioa. 

B.  fV/ry  Significant:  The  proposed  revision  wW  clarity  the  policy  regarding  tuition 
lor  training.  It  will  specify  who  Shalt  pay  tuition  tor  training,  and  the  outdated 
waiver  provision  will  be  removed  from  the  existing  regulation. 

C.  Regulatory  Analysis:  Not  required. . . . . . . 

D.  Need:  To  update  the  existing  regulation  to  delete  the  procedure  requiring 
written  requests  for  waiver  of  lees.  Section  311(b)  of  Public  Health  Service  Act 
was  amended  by  Public  Law  94-317  (June  1976)  to  eliminate  the  need  for 
waivers. 

E.  Legal  Basis:  Section  3t1(b)  of  the  Public  Health  Service  Act  (42  U.S.C.  243) . 

F.  Chronology:  Notice  of  Decision  to  (tevelop  Regulations  published  December 
19,  1980  (45  FR  83579). 

G.  Covered  by  Regulatory  Flexibility  Act  No . . . . . . 

PHS— Indian  Health  Care  Improvement  Act  A.  Deaeration:  This  NPRM  would  amend  42  CFR  36,  Subpart  J— Indian  Health  Richard  J.  MeCtoskey,  htoian  Health  Service,  Room  SA-39, 
Programs  Care  Improvement  Act  Program  (Pub.  L  94-437)  to  reflect  conformance  with  5600  Fishers  Ltuie,  RockviVe,  Maryland  20857,  (301- 

the  Department's  new  regulations  on  grant  administration  which  should  resull  443-1116). 

In  greater  standardization  and  simplification  lor  IHS  grant  admmistration  arxl  a 
greater  reliance  on  the  grantee's  own  management  systems.. 

B.  Why  Significant  The  regulations  will  conform  existing  IHS  grant  administration 
regulations  to  the  Department's  regulations  which  establish  uniform  require¬ 
ments  for  the  administration  of  HHS  grants  and  princi|>les  for  determiriing  costs 
applicable  to  activities  assisted  by  HHS  grants. 

C.  Regulatory  Analysis:  Not  required . . 

D.  Need:  IHS  has  been  cfirected  by  the  (tepartment  to  revise  42  CFR  36,  Subpart 
J,  as  required  by  the  Uniform  Administrative  Requirements  for  Grants-rrvAid  to 
State  and  Local  Governments,  Circular  No.  A-102,  Revised  (published  Septem¬ 
ber  12,  1977,  42  FR  45828),  to  conform  to  the  Department's  regulations  on 
grant  administration  (45  CFR  Part  74). 

E.  Legal  Basis:  6  U.S.C.  301;  42  FR  45828;  25  U.S.C.  1601 _ 

F.  Chronology:  Changes  to  subpart  J  are  governed  by  Section  702(b)  of  PJ-  94- 
437.  That  section  requires  that  any  changes  be  published  in  the  Federal 
Register  with  at  least  a  OO^lay  comment  period  arxt  that  IHS  will  consult  with 
appropriate  national  or  regional  todian  organizations  to  the  extent  practicable. 

G.  Covered  by  die  Regulatory  Flexibility  Act  No . . . . . . 

PHS— Grants  for  Devdopment  Constructon,  A.  Description:  This  NPRM  would  amend  42  CFR  36,  Subpart  H— Grants  tor  Richard  J.  MeCtoskey.  Indian  Healto  Service,  Room  SA-39, 
and  Operations  of  Facilities  arxl  Services.  Development  Construction,  arxl  Operations  of  Facilities  and  Services  (Pub.  L.  5600  Fishers  Lane,  Rockville.  Marylarxl  20657,  (301- 

93-638)  to  reflect  conformance  with  the  De|>artment's  new  regulations  on  443-1116). 
grant  administration  which  should  result  in  greater  standardization  and  simplifi¬ 
cation  tor  IHS  grant  administration  arxl  a  greater  reliance  on  the  grantee’s  own 
management  system. 

B.  Why  Significant  The  regulation  will  conform  existing  IHS  grant  admmistration 
regulations  to  the  Departmem's  regulations  which  established  uniform  require¬ 
ments  for  the  administration  of  HHS  grants  and  prmdplos  for  determining  costs 
apfilicable  to  activities  assisted  by  HHS  grants. 

C.  Regulatory  Analysis:  Not  required. . . . . . . . 

D.  Need:  IHS  has  been  directed  try  the  Department  to  revise  42  CFR  36,  Subpart 
H,  as  required  by  the  Uniform  Administtstive  Requirements  tor  (Srants-in-Aid  to 
State  and  Local  Goverranents,  Circular  No.  AO-102,  Revised  ((XJblished 
September  12,  1977,  42  FR  45628).  to  conform  with  the  Department's 
regulations  on  grant  administration  (45  CFR  Part  74). 

E.  Legal  Basis:  5  U.S.C.  301:  42  FR  45828;  25  U.S.C.  450 . . 

F.  Chronology:  Changes  governed  by-  procedures  out-lined  in  Section  107(c)  of 
Pub.  L  93-638  requiring  proposed  changes  to  be  submitted  to  the  committees 
on  Interior  and  Insular  Alfaiis  of  the  respective  Houses  of  Congress  arxl  be 
published  in  the  Federal  REGiSTEn  with  at  least  a  60-day  comment  period. 

IHS  is  also  to  consult  with  approixiate  nationat  or  regional  todian  organizations 
to  the  extent  practicabie.  In  addition,  the  current  regulation  requires  that  IHS 
consult  with  the  tribes  arxl  that  the  final  rule  rxit  go  into  effect  until  30  days 
alter  publication  to  the  Federal  Register. 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . - . — . 

PHS— Indian  Health . .  A  Description:  This  final  rule  amends  Subpart  A  Sco|>e  arxl  Deftoition,  arxl  Richard  J.  MeCtoskey,  todian  Health  Service.  Room  5A-39. 

Subpart  B,  Availability  of  Services,  are  revised  as  parat  of  the  Department's  56(X>  Fishers  Lane,  RockvWe,  Marylarxl  20657.  I30l- 

"Operation  Common  Sense”  to  make  them  dearer.  Sutrpart  D.  Contagious  arxl  443-11161. 

Infectious  Diseases,  is  being  resetoded  (tecause  it  is  rx>  longer  necessary  given 
present  day  treatment  modalities. 

B.  Why  Significant:  These  are  technical  amendments . . . 

C.  Regulatory  Analysis:  Not  required _ _ _ _ _ _ _ _ 

D.  Need:  Part  of  the  Department's  conttouing  Review  of  existing  Regulations . 

E.  Legal  Basis:  25  U.S.C.  13  (Snyder  Act)  and  42  U.S.C.  2001  (Transfer  Act - 

F.  Chronology:  NOI  published  F^uary  7,  1960;  NPRM  published  Novemtier  19, 

1980;  comment  period  erxled  January  5, 1981. 

G.  Covered  by  the  Regulatory  Flexibaity  Act  No . — . — 

PHS— Redesignalion  of  extract  Health  Serv-  A.  Description:  This  final  rule  amends  42  CFR  36.22(a)  to  change  the  courrties  Rwhard  J.  MeCtoskey,  Indian  Health  Service.  Room  5A-39, 
ice  Delivery  Area  (CHSDA)  tor  the  Penob-  included  in  the  CHSDA  tor  the  Penobscot  Reservatxxr.  5600  Ftshers  Lane,  Rockvile,  Marylarxl  20657.  (301- 

scot  Resenration.  443-1116). 

B.  Why  significant  This  is  a  technical  amerxlmenl  altecting  only  the  Penobscot 
Nation. 

C.  Regulatory  Analysis:  Not  required . . - . - . 

D.  Need:  The  Perrobscot  Nation  has  requested  a  change  to  their  reservatxin's 
CHSDA. 

E.  Leaal  Basis:  25  U.S.C.  13  (Snyder  Act)  arxl  42  U.S.C.  2001  (Transfer  Act) 
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phS— Redesignaticm  of  Contract  Health  Serv¬ 
ice  Delivery  Area  (CHSDA)  for  the  Passama- 
quoddy  Reservation, 


PhS— Redesignalion  of  Contract  Health  Serv¬ 
ice  Delivery  Area  (CHSDA)  tor  the  Reserva¬ 
tion  ol  the  Mississippi  fend  of  Choctaw 
Indians 


F.  Chronology:  Since  it  is  a  technical  amendment,  a  NOI  was  not  required.  An 
NPRM  was  published  on  January  6,  1981;  the  comment  period  closed 
February  5,  1981. 

G.  Covered  by  the  Regulatory  Flexibility  Act:  No . 

A.  Description:  This  NPRM  would  amend  42  CFR  36.22(a)  to  change  the  CHSDA  Richard  J.  McCloskey,  Indian  Health  Service,  Room  5A-39. 

for  the  Passamaquoddy  Reservation.  5600  Fishers  Lane,  Rockville,  Maryland  20857,  (301- 

B.  Why  Significant:  This  is  a  technical  amendment  affecting  only  the  Passama-  443-1116). 
quoddy  Indian  Tribe. 

C.  Regulatory  Analysis:  Not  required . 

D.  Need:  The  CHSDA  for  the  Passamaquoddy  Reservation  needs  to  be  amended 
to  reflect  the  service  area  funded  by  Congress  which  is  greater  than  that 
derived  by  a  technical  application  of  the  current  regulation. 

E.  Legal  Basis:  25  U.S.C.  13  (Snyder  Act)  and  42  U.S.C.  2001  (Transfer  Act) . 

F.  Chronology:  None.  Since  it  is  a  technical  amendment,  a  NOI  is  not  required _ 

6.  Covered  by  the  Regulatory  Flexibility  Act:  No . 

A.  Description:  This  NPRM  would  amend  42  CFR  36.22(a)  to  change  the  CHSDA  Richard  J.  McCloskey.  Indian  Health  Service.  Room  SA-39. 
for  the  Mississippi  Choctaw  Reservation.  5600  Fishers  Lane,  Rockville.  Maryland  20857  (301-443- 

6  H71)' 5Agn/%ar;t  This  is  a  technical  amendment  affecting  only  the  Mississippi  1116). 

Bank  of  Choctaw  Indians. 


C.  Regulatory  Analysis:  Not  required . 

D.  Need:  The  CHSDA  for  the  Mississippi  Choctaw  Reservation  needs  to  be 

amended  to  add  two  counties  which  were  inadvertently  omitted  when  the 
regulations  was  initially  published.  * 

E  Legal  Basis:  25  U.S.C.  13  (Snyder  Act)  and  42  U.S.C.  2001  (Transfer  Act) . . 

F.  Chronology:  None.  Since  it  is  a  technical  amendment,  a  NOI  is  not  required.....™ 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . 

PhS— Redesignahon  ol  Contract  Health  Serv-  A.  Description:  This  NPRM  would  amend  42  CFR  36.22(a)  to  include  in  regula- 

ice  Delivery  Area  (CHSDA)  to  conform  with  tion  the  CHSDA  for  the  Siletz  Tribe  of  Oregon  and  the  Pascua  Yaqui  Indians 
Congressional  Intent  of  Arizona. 

B.  Why  Significant  This  is  a  technical  amendment  affecting  only  the  Siietz  and 
Pascua  Yaqui. 

C.  Regulatory  Analysis:  Not  required . . . 

D.  Need:  Both  tribes  have  recently  been  recognized  by  Acts  of  Congress  in 
which  Congress  indicated  the  tribes'  service  area. 

E.  Ijegal  Basis:  25  U.S.C.  13  (Snyder  Act)  and  42  U.S.C.  2001  (Transfer  Act); 
P.L  95-125  (Siletz  Restoration  Act);  and  P.L.  95-375  (Extension  of  Federal 
Benefits  to  Pasqua  Yaqui  Indians). 

F.  Chronology:  None.  Since  it  is  a  technical  amendment  a  NOl  is  not  required . 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . 

PHS— AbodKjn  . . . .  A.  Description:  This  NPRM  proposes  to  add  Subpad  F.  Abortions  and  Related 

Medical  Services  in  Indian  Health  Services  Facilities  and  Health  Service 
Programs,  to  42  CFR  36,  to  make  the  Indian  Health  Service  policy  on  provision 
of  abortion  sennces  consistent  with  that  of  other  Department  of  Health  and 
,  Human  Services  programs. 

f  B  Why  Significant  This  regulation  would  apply  the  “Hyde  Amendment  ’  resbic- 

„  tions  to  IHS. 

f  '  C.  Regulatory  Artalysis:HrAxer\m(erl.... . . . . 

nr-  D.  Need:  The  Secretary  has  determined  that  the  Department  should  adopt  a 

I  consistent  policy. 

E.  Legal  Basis.  25  U.S.C  13  (Snyder  Act)  and  U.S.C.  2001  and  2003  (Transfer 
!  Act), 

F  Chronology:  None . . . . . 

G.  Covered  by  the  Regulatory  Flexibility  Act:  No . . . . . 

PHS— Indian  Self-Determination  Contracts .  A.  Description:  This  NPRM  would  amend  42  CFR  36,  Subpart  I.  and  41  CFR  3-4, 

Subpart  3-4  60  both  titled  Contracts  Under  the  Indian  Sell-Determination  Act 


i 


r  ■ 


PHS— Nationa 
Grarrts 


B  Why  Srgnifrcant:  The  current  regulations  are  over  five  years  Old.  Experience 
has  indicated  the  need  for  a  number  of  clarifications  and  changes. 

C.  Regulatory  Analysis-  Not  required . . . . . 

D.  Need:  Program  experience  shows  a  need  for  a  thorough  review . 

E  Legal  Basis:  25  U.S.C.  450 . . 

F.  Chronology:  Changes  governed  by  procedures  outlined  in  Section  107(c),  Pub. 

L.  93-638  requiring  proposed  changes  to  be  submitted  to  the  committees  on 
Interior  and  Insular  Affairs  of  the  respective  Houses  of  Congress  and  be 
published  in  the  Federal  Register  with  at  least  a  60-day  comment  period. 
IHS  is  also  to  consult  with  appropriate  national  or  regional  Indian  organizations 
to  the  extent  practicable.  In  addition,  the  current  regulabon  requires  that  IHS 
consult  with  the  tribes  and  that  the  final  rule  not  go  into  effecri  until  60  days 
after  publication  in  the  Federal  Register 

.  G.  Covered  by  the  Regulatory  Flexibility  Act:  No . . 

Institutes  of  Health  Center  A  Descnptron:  These  regulations  would  cover  grants  by  the  National  Institutes  of 
Health  for  the  support  of  research  and  demonstratxm  centers.  These  regula- 
tio.ns  would  replace  existing  regulations  covering  iust  centers  supported  by  the 
Natonal  Heart,  Lung  and  Blood  Institute.  These  regulations  would  be  available 
for  other  center  programs  which  may  be  created  in  the  future  or  operated 
under  the  general  research  authorities  ol  NIH. 

B.  Why  Signifrcartt:  Legislation  has  authorized  research  and  demonstration 
centers  for  other  diseases  such  arthritis  and  diabetes 

C.  Regulatoy  Artalysis  Not  required . - . . . . . 

D  Need-  To  develop  consistent  regulations  lor  research  and  demonstration 

centers  funded  by  the  National  institutes  of  Health 

E.  Legal  Authority.  Section  415(b)  of  the  Public  Health  Seniice  Act;  Pub  L  93- 
354;  and  Pub.  L  93-640. 

F.  Chronology  Notice  of  Decision  to  Regulate  was  published  July  17,  1978  (43 
FR  31583) 

Q  Covered  by  the  Regulatory  Flexibility  Act  No . 


Richard  J.  McOoskey,  Indian  Health  Service,  Room  5A-39. 
5600  Fishers  Lane,  Rockville,  Maryland  20857.  (301- 
443-1116). 


Richard  J.  McCloskey,  Indian  Health  Service.  Room  5A-39. 
5600  Rshers  Lane,  Rockville.  Maryland  20857,  (301- 
443-1116). 


Richard  J.  McCloskey,  Indian  Health  Service.  Room  SA-39. 
5600  Fishers  Lane.  Rockville,  Maryland  20857,  (301- 
443-1116). 


Lowell  D.  Peart,  NIH  Regulations  Officer.  Division  of  Man¬ 
agement  Policy,  National  Institutes  of  Health,  Bethesda. 
Md.  20205,  (301)  496-4606 
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PHS— National  Library  of  Medicine  Programs: 
Revision  of  General  Rules  for  the  National 
Library  of  Medicine,  National  Library  of  Medi¬ 
cine  Grants,  National  Institutes  of  Health 
and  National  Library  of  Medicine  Trainee- 
ships,  and  National  Institutes  of  Health  and 
National  Library  of  Medicine  Training  Grants. 


PHS— Protections  for  Employees  Adversely  Af¬ 
fected  by  State  Actions  to  Emphasize  Out¬ 
patient  Mental  Health  Care. 


A.  Description:  There  are  4  NLM  regulations  undergoirtg  revisioa  The  regulations 
at  42  CFR  Part  4  relata  to  the  access  of  facilities  and  Mirary  collections.  Those 
at  42  CFR  59a  deal  with  the  NLM  extramural  programs.  These  rules  provide 
guidance  for  applying  for  grants  establishing,  expantfing  and  improving  basic 
library  resources  and  for  establishing  Regional  Medical  Libraries.  The  regula¬ 
tions  at  42  CFR  Part  53  deal  with  both  NIH  arxf  NLM  Irairteeships.  The 
regulations  at  42  CFR  Part  64  govern  the  training  grants  of  NtH  and  NLM. 

B.  Why  Significant:  These  proposed  amendments  wHI  bring  up  to  date  the  NLM 
regulations  by  (It)  improving  readability  and  (2)  allowing  for  inclusion  of 
updated  nondiscrimination  language.  Part  59a  is  changed  to  remove  the. 
requirements  that  photocopies  of  biomedical  maleriala  be  provided  without 
charge  to  users.  Part  63  is  proposed  to  be  deleted  be<»jse  NIH  rw  longer  has 
general  trairreeship  authority  and  the  sole  remaining  NLM  program  with 
authority  is  unfunded  with  no  expectation  r>f  being  refurxfed.  Part  64  would  be 
expanded  to  formally  cover  programs  in  AOAMHA. 

C.  Regulatory  Anatysia:  Not  requirsd . . . . . . . . . . 

D.  Need:  These  revisions  are  necessary  to  comply  with  the  Department’s 
programs  of  recodification  and  "Operation  Common  Sense”. 

E.  Legal  Basis:  42  U.S.C.  216,  42  U.S.C.  280b-2 _ _ _ _ 

F.  Chronology:  Notice  of  Decision  to  Regulate  was  published  November  21, 1979 
(44  FR  66852). 

G.  Covered  by  the  Regulatory  FteiebUity  Act  No . . . . 

A.  DescrptiOn:  This  final  rule  Imposes  new  requirements  on  States  h>  protect  the 
existing  rights  and  benefits  of  State  employees  adversely  affected  by 
deinstitutionaNzation  of  mental  patients  and  provides  certain  training  and  Job 
placemeni  benefits  for  those  erriployees. 

B.  Why  Significant  A  significant  number  of  employees  in  the  merrtal  health  Held 
are  adversely  affected  by  deinstitutionalization  of  mental  patients. 

C.  Regulatory  Analysis:  Not  required . . . 

D.  Need:  The  Secretary  of  Health  and  Human  Services  is  reriuired  by  statute  to 
publish  regulations  with  which  the  Secretary  of  Labor  concurs. 

E.  Legal  Authority.  Section  801,  Mental  Health  Systems  Act _ _ _ 

F.  Chronology:  NPRM  published  January  22,  1981  (46  FR  7176).  The  comment 
period  closed  March  9, 1981. 

6.  Covered  by  the  RegiJatory  Flaxititily  Act  No _ — _ _ _ _ _ _ _ 


Kenneth  Carney,  Acting  Executive  Officer,  National  Ltbrary 
of  Medicine,  Bethesda,  Md.  20209,  (301)  496-6491. 


Anne  B.  Drissel,  Assistant  to  the  Oreclor  lot  Program 
Potcy  and  Planning,  Division  of  Mental  Health  Service 
Programs,  National  Institute  of  Mental  Health,  Parktawn 
BuihSng,  Room  t1C-22,  5600  Fishers  Lane,  RockviNe, 
Md.  20857,  (301)  443-4676. 


Office  of  Chad  Support  Enforcement 


OCSE-1— Office  of  Child  Support  Enforce¬ 
ment-Federal  Financial  Participation  in  the 
Costs  of  Ckiopetative  Agreements  with 
Courts,  45  CFR  Part  304. 


OCSE-2— Office  of  Child  Support  Enforce¬ 
ment-Withholding  of  Advance  Funds  lor 
Not  Reporting,  45  CFR  Part  301. 


OCSE-3— Office  of  Child  Support  Enforce¬ 
ment-Requests  for  Collection  by  the  Secre¬ 
tary  of  the  Treasury,  45  CFR  Parts  302  and 
303. 


A.  Dexription:  These  proposed  regulations  wfD  expand  the  availability  of  Federal 
funding  of  the  costs  of  courts  under  cooperativo  agreements  wittt  child  support 
agencies  to  include  costa  associated  with  Judicial  determinations.  The  ei^and- 
ed  funding  will  be  available  in  costs  that  exceed  calendar  year  1978  costs. 
Federal  funding  of  costs  of  the  Judicial  decisionmaker,  however,  will  continue 
to  be  prohibited. 

B.  Why  Significant  The  expanded  Federal  funding  should  encourage  more  courts 
to  enter  into  cooperative  agreements  with  child  support  enforcement  agencies. 

C.  Regulatory  Analysis:  Not  required _ 

D.  Need:  To  impiement  requirements  el  Section  404  of  P.L  96^265,  the  Social 
Security  Disability  Amendments  of  1960,  which  apply  to  court  costs  incunad  on 
or  after  July  1,  1980. 

E.  Legal  Basis:  P4.  96-265, 42  UAC.  655<c) _ 

F.  Chronology:  Nv.e _ _ _ 

G.  Covered  by  the  Regulatory  Fleiabilby  Act  Ho _ 

A.  Description:  These  proposed  regulations  would  prohAiit  advance  payment  of 
the  Federal  share  of  State  child  support  enforcement  expenses  tor  a  calendar 
quarter  unless  the  State  submits  expenditure  and  child  support  colleckon 
reports  for  aN  prior  quarters  except  the  two  most  recent  quarters. 

B.  Why  Slgnmcard:  These  proposed  regulations  could  result  in  the  withholding  of, 
quarterly  advances  of  Federal  child  support  funds  from  a  State  which  failed  to' 
meet  certain  Federal  reporting  requirernertts. 

C.  Regulatory  Analysis:  Not  roquked . . . . . . . . . 

D  Need:  To  Implement  the  requirements  of  Section  407  of  PX.  96-265,  the 

Social  Security  Disability  Amendments  ot  1960,  which  took  effect  in  the  qhnriar 
beginnmg  January  1. 1981. 

E  Legal  Basis  P.L  96-265, 42  U.SXi  655(d) _ 

F  Chronology:  A  Notice  of  Proposed  Rulernaking  was  publlahed  on  January  6, 
1981  (46  FR  1319).  The  comment  period  closed  on  March  9. 1961. 

G.  Covered  by  Regulatory  FlexibStty  Act  No _ 

A.  DescriptiorK  These  proposed  regulations  would  exterNt  the  availability  of  chid 
support  collection  services  by  the  Internal  Revenue  Servfce  (IRS)  to  families 
rxit  receiving  Aid  to  Families  with  Dependent  Chlktrsn  (AFOC).  In  addition,  the 
proposed  amendments  remove  the  State  plan  requrerrient  for  IRS  cokectiona, 
and  instead  place  this  regulation  under  45  CTO  Part  303,  Standards  tor 
Program  Opmtions.  Sev^  additional  minor  changes  are  proposed  to 
streamline  the  process  of  IRS  collection. 

B.  Why  Significant  These  regulations  could  be  of  signHicanl  benefit  to  non-AFDC 
families  in  the  coltection  of  child  support  because  they  permit  the  IRS  to  make 
collections  on  behalf  of  these  families. 

C.  Regulatory  Analysis  Not  required . . . . . . 

0.  Need:  To  implement  the  requirements  of  Section  402  of  P.L  96-265,  Oie 

Social  Security  Disability  Amerxfments  of  1960,  which  took  effect  on  July  1, 
1980. 

E.  Legal  Basis  P.L  96-265, 42  U.S.a  662(b).... . 


Frank  Lindh,  (301)  443-5350,  Program  AnalysL  Policy 
BraiKh,  OMoe  of  Chid  Support  EnforcemeM,  6110  Ea- 
ecutkre  BlviL,  Room  1010,  Rockvilte.  Marytand  20652 


Eileen  Brooks,  (301)  443-6350,  Program  Analysl,  Policy 
Branch,  Office  of  Child  Su()part  Enforcement,  6110  Ex¬ 
ecutive  Blvd.,  Room  1010,  RockvRe,  Maryland  20652. 


Eileen  Brooks,  (SOI)  443-6360.  Program  Analysl.  Polcy 
Branch,  Office  of  Child  Support  Enforoemertt,  6110  Ex- 
aculiva  Bkrd.,  Room  1010,  Rockville,  Maryland  20652. 
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Office  of  Child  Support  Enforcement 

Title  Summary  ‘  '  Contact 


OCSE-4— Office  of  Child  Support  Enforce¬ 
ment— Computerized  Child  Support  Enforce¬ 
ment  Systems.  45  CFR  Parts  30£,  303,  and 
304 


OCSE-5— Off'Ce  of  Child  Support  Enforce¬ 
ment— Ava-lability  of.  Incentive  Payments  to 
States  Which  Enforce  and  CollecI  on  Their 
Owt)  Behalf.  45  CFR  Part  302. 


OCSE-6— Office  of  Child  Support  Enforce¬ 
ment-Use  of  Federal  Parent  Locator  Serv¬ 
ice  (FPLS)  in  Child  Custody  and  Parental 
Kidnappin9  Cases,  45  CFR  Parts  302,  304. 


OCSE-7— Office  of  Child  Support  Enforce¬ 
ment-Recovery  of  Assigned  Child  Support 
Payments  Received  Directly  and  Retail 
by  AFDC  Recipients,  45  CFR  Parts  302  and 
303 


F.  Chronology:  A  Notice  of  Proposed  Rulemaking  was  published  on  January  6, 

19B1  (46  FR  1321).  The  comment  period  closed  on  March  9,  1981. 

G.  Covered  by  Regulatory  Flexibility  Act  No . . . . . 

A.  Description:  These  regulations  will  specify  conditions  States  must  meet  in  Eileen  Brooks,  (301)  443-5350,  Program  Analyst,  Policy 

order  to  receive  90  percent  Federal  matching  in  the  costs  of  developing  Child  Branch,  Office  of  Child  Support  Enforcement  61 10  Ex- 
Support  Enforcement  computer  systems.  ecuMve  Blvd.,  Room  1010,  Rockville,  Maryland  20852. 

B.  Why  Sgnificant:  The  higher  rate  of  Federal  matching  provided  lor  in  these 

regulations  will  encourage  States  to  develop  better  automatic  data  processing 
capability  in  their  Child  Support  Enforcement  programs.  ^ 

C.  Regulatory  Analysis:  Not  required . 

D.  Need:  To  implement  the  requirements  of  Section  405  of  P.L.  96-265,  the 
Soda!  Security  Disability  Amendments  of  1980,  which  take  effect  on  July  1, 

1981. 

E.  Legal  Basis:  P.L.  96-265,  42  U.S.C.  6S5(a).  42  U.S.C.  654(16),  42  U.S.C.  652 
(d)  and  (e). 

F.  Chronology:  None . . . 

G.  Covered  by  Regulatory  Flexibility  Act  No . . . 

A.  Description:  These  regulations  will  extend  the  availability  of  Incentive  pay-  Pierre  Mooney,  Program  Analyst,  (301)  443-5350,  Office  of 

ments  on  assigned  child  support  collections  to  any  State  which  makes  these  Child  Support  Enforcement.  6110  Executive  Bivd..  Room 
collections  on  its  own  behalf.  1010,  Rockville,  Maryland  20652 

B.  Why  Significant  The  expanded  availability  of  incentives  to  States  win 
encourage  States  to  improve  their  Child  Supp<^  Enforcement  programs. 

C.  Regulatory  Analysis:  Not  required . . . 

D.  Need'  To  Implement  the  requirements  of  Section  307  of  P.L  96-272,  the 
Adoption  Assistance  and  Child  Welfare  Act  of  1980,  which  took  effect  on  June 
17.  1980. 

E.  Legal  Basis:  P.L  96-272,  42  U.S.C.  658  . . . . . . 

F.  Chronology:  None . . . . . . . 

G.  Covered  by  Regulatory  Flexibility  Act  No . . . . . 

A.  Description:  These  proposed  regulations  would  permit  the  use  of  the  FPLS  to  Pierre  Mooney,  (301)  443-5350.  Program  Analyst,  Policy 

locate  parents  in  cases  involving  child  custody  and  parental  kidnapping.  Branch,  Office  of  Child  Support  Enforcement.  6110  Ex- 

B.  Why  Significant  These  regulations  would  extend  the  use  of  FPLS  services  lor  ecutive  Btvd.,  Room  1010.  Rockville,  Maryland  20852 

the  first  time  to  cases  other  than  child  support  cases. 

C.  Regulatory  Analysis:  Not  required . 

0.  Need:  To  implement  Section  9  of  P.L  96-611,  the  parental  Kidnapping 

Prevention  Act  of  1980,  which  takes  effect  on  July  1, 1981. 

E.  Legal  Basis:  P.L  96-61 1.  42  U.S.C.  663 . . . 

F.  Chronology:  None . . . 

G.  Covered  by  Regulatory  Flexibility  Act  No . - . . . 

A.  Description:  These  proposed  regulations  wll  establish  procedures  lor  the  Frank  Lindh,  (301)  443-5350,  Program  Analyst  Policy 

recovery  by  iV-D  agencies  of  assigned  aupport  payments  which  are  received  Branch,  Office  of  Child  Suppod  Enforcement,  6110  Ex- 

directly  and  retained  by  AFDC  recipients.  ecutive  Blvd.,  Room  1010,  Rockville.  Maryland  20852 

B.  Why  Significant  These  proposed  regulations  win  establish  Federal  policy  in 
the  area  of  recovery  of  direct  payments,  and  will  permit  States  the  flexibility  to 
handle  these  situations  through  either  their  IV-A  or  IV-D  agencies. 

C.  Regulatory  Analysis:  Not  required . 

0.  Need-  To  clarify  Federal  policy  In  this  matter  in  which  the  respective  , 

responsibilities  of  IV-A  and  IV-0  agencies  have  been  a  source  of  some 

confuKon  among  the  States.  •  ■ 

E.  Legal  Basis:  42  U.S.C.  652(a).  42  U.S.C.  1302 . .-. . 

F.  Chronology:  Interim  instructions  were  provided  by  a  joint  action  transmittal 
issued  by  OCSE  and  the  Office  of  Family  Assistance  (SSA-AT-ei-7  (OFA) 
and  OCSE-AT-ei-T,  dated  March  27, 1981). 

G.  Covered  by  the  Regulatory  Flexibilify  Act  No . 


Social  Security  Administration 


Title  Summary  Contact 


Ok)  Age.  Survivors  and  Disability  Insurance  A.  Description:  The  regulations  wiH  specify  the  responsibilties  of  the  Secretary  William  Ziegler.  Harry  Short,  (301)  594-7415.  (301)  594- 
and  Supplemental  Security  income  Program;  and  the  State  agencies  in  administering  the  disability  program.  They  prescribe  7337,  Legal  Assistant.  Office  of  Regulations.  6401  Secu 

Oetemninations  of  Disability;  20  CFR  Part  standards  for  accuracy  of  performance  and  processing  time  that  ^te  ager*-  rity  Boulevard,  Baltimore,  Maryland  21235. 

404.  Subparl  O.  and  Part  416,  Subpart  J.  cies  are  expected  to  meet  in  making  disability  determinations,  and  provide  the 

administrative  requirements  and  procedures  SSA  and  the  State  agencies  will 
follow  in  carrying  out  the  disability  determination  function. 

B.  Why  Significant  These  regulations  are  intended  to  improve  the  quality  of  State 
agencies  performance  and  improve  the  timeliness  of  disability  deter.minations. 

These  regulations  will  give  the  State  agencies  maximum  practicable  manage¬ 
ment  flexibility  in  meeting  objectives. 

C.  Regulatory  Impact  Analysis:  Not  required . 

0.  Need:  The  Soda)  Security  Disability  amendments  of  1980  (section  304) 

require  the  Secretary  to  Issue  regulations  to  establish  performance  standards 
and  other  requirements  lor  State  agencies  to  insu'e  effective  and  uniform 
administration  of  the  SSA  disability  programs. 

E.  Legal  Basts-  These  regulations  are  issued  under  the  authority  contained  in  42 
u  s  e.  40S,  421, 1302,  1382c  and  1383. 

F.  Chronology:  A  notice  of  Decision  to  Regulate  was  published  on  September  26, 

1980.  (45  FR  63889)  A  Notice  of  Proposed  Rulemaking  was  published  on 
January  16. 1961  (46  FR  4584). 

G.  Coveredfy  the  Regulatory  Flexibility  Act:  No . . . 
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Social  S«curity  Administration 


Title 


Summaiy 


Contact 


OW-Age,  Survivors,  Disability  Insurance  and 
Supplemental  Security  Income  Programs; 
Limitation  lor  Holding  Hearings,  Issuing 
Hearing  Decisions  and  Issuing  Appeals  Deci¬ 
sions;  20  CFR  Part  404,  Subpart  J,  and  Part 
416,  Subpan  N. 


Old-Age,  Survivors,  Disability  Insurance  and 
Supplemental  Security  Income  Programs; 
Representative  Payee;  20  CFR  Part  404, 
Subpart  Q,  and  Part  416,  Subpart  F. 


Supplemental  Security  Income  Program;  Eligi¬ 
bility;  20  CFR  Part  416,  Subpart  B. 


Supplemental  Security  Income  Program;  Re¬ 
sources;  20  CFR  Part  416,  Subpart  L. 


Supplemental  Security  Income  Program;  Re¬ 
ductions,  Suspensions,  and  Terminations;  20 
CFR  Part  416,  Subparl  U. 


Supplemental  Security  income  Program;  Inter¬ 
im  Assistance  Provisions;  20  CFR  Part  416, 
Subpart  S. 


A.  Description:  These  regulations  win  provide  time  frames  hx  the  holdfrig  of  PM  Serge,  (301)  594-7452.  Legal  AssistanL  6401  Security 
hearings,  issuance  of  hearing  decisions  and  Appeals  Councii  reviews  lor  aH  Boulevard,  BaMmore,  Maryland  21235. 

Title  n  and  Title  XVI  disability  cases.  Good  cause  exceptions  which  generally 
benefit  claimants  are  also  described. 

B.  Why  SignfficanI:  This  regulation  provides  regulatory  assurance  to  claimants 
that  appeals  wHt  be  heard  promptly  and  decisions  issued  promptly. 

C.  Reguiatoty  hnpact  Analysis:  Not  required . - . . . . . - . 

D.  Need  These  regulations  are  needed  because,  over  the  last  several  years. 

Congress,  the  Courts,  representatives  of  individuals  in  social  security  matters, 
and  the  general  public  have  expressed  concern  over  delays  In  hoMng 

hearings,  issuing  hearing  decisions  and  Vie  reviews  of  these  decisions,  fri  « 

addtion,  the  Court  ol  Appeals  in  Blankenship  v.  Cakfano  ordered  the  Secretary 
to  prepare  and  submit  regulations  for  the  Court's  approval  to  remedy  the 
problem  of  urweasonable  delays  in  conducting  hearings  for  the  OASDI  and  SSI 


programs. 

E.  Legal  Basis:  42  U.S.C.  405,  1302,  1320(cH8),  1383, 1395n.  and  1395(i0 _ 

F.  Chronology:  A  Notirto  of  Proposed  Rutemaking  was  published  on  March  12, 

1980  (45  FR  12837). 

G.  Covered  by  the  Regulaloiy  Flexibilily  Act  No.._ . - _ _ 

A.  Description:  These  regulations  wilt  recorKfy  the  rules  used  in  determining  when  Ph4  Berge,  (301)  594-7452.  Legal  AssistanL  Office  ol 
a  beneficiaty  needs  a  represerrtative  payee,  how  a  representative  payee  is  Regulations,  6W1  Security  Boulevaid.  Baltimoie.  Mary^ 

selected,  and  how  we  assure  that  the  representative  payee  uses  payments  in  land  21235. 

the  best  interest  of  the  beneficiary. 

8.  Why  Signmcanl:  The  guidelines  lor  the  use  of  representative  payees  are 
important  for  members  of  the  public  to  know. 

C.  Regulatory  Impact  Analysis:  Not  required . . . . - _ _ 

D.  Need  Th^  regulations  are  being  reviewed  to  consider  the  possible  need  for 
policy  revisions,  additions,  or  deletions.  They  are  being  rewritten  to  make  them 
clearer  and  easier  to  understand. 

E.  Legal  Basis:  42  U.S.C.  304,  1302.  1383 . . . . 

F.  Chronology:  A  Notice  of  Decision  to  Develop  Regulations  was  published  on 
June  19,  1979  (44  FR  35241).  A  Notice  of  Proposed  Rutemaking  was 
published  on  December  1,  1980  (45  FR  79501). 

G.  Covered  by  the  Regulatory  Ftexibitily  Act  No _ _ _ 

A.  Description:  These  regulations  wilt  rertodify  the  requirements  lor  irxtividu^  to  Rita  Kauth,  (301)  694-7112.  Legal  Assistant.  (Jffice  ol 

be  efigible  for  SSI  benefits.  Regulations,  6401  Security  Boulevard.  Baltimore.  Mary- 

B.  Why  Significant  The  basic  rules  on  eligibility  under  the  SSI  program  will  be  land  21235. 
desaibed  in  dear  language. 

C.  Regulatory  Ittpaci  Analysis:  Not  required . . . . . . . . 

0.  Need  Th^  regulations  are  being  reviewed  to  consider  the  possible  need  for 

policy  revisions,  additions,  or  deletions.  They  are  being  rewritten  to  make  them 
ciearer  and  easier  to  understartd. 

E.  Legal  Bas^-  42  U.S.C.  1302, 1381a,  1382c,  1383,  and  1383b . . . . 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  pttoRshed  March  27,  1979 
(44  FR  18237).  An  NPRM  was  published  on  September  4.  1980  (45  FR  58503). 

6.  Covered  by  the  Regulalory  Flexibility  Act  No _ 

A.  Description:  These  proposed  regulations  will  describe  what  we  court  as  Henry  Lamer,  (301)  594-7414,  Legal  Assistant  Office  ol 
resources  in  determining  eligibility  for  supplemental  sectvHy  incoma  R^ulations,  6401  Security  Boulevard.  Baitimora  Mary- 

8.  Why  Signmcant:  What  is  counted  as  resources  in  the  SSI  program  is  an  land  21235. 
essential  kigrecfient  in  determining  eligibility.  The  complex  rules  win  be  stated 
as  simply  as  possible. 

C.  Regutatory  Impact  Analysis:  Not  required . . . . . . 

D.  Need:  These  regulations  are  being  reviewed  to  consider  the  possible  need  lor 
policy  revisions,  additions,  or  rleletiona  They  are  being  rewritten  to  make  them 
clearer  and  easier  to  understanrl 

E.  Leg^  Basis:  42  U.S.C.  1302,  1382,  1382b.  1382c,  and  1383 . . . 

F.  Chronology:  A  Notice  of  Decision  to  Develop  Regulations  was  published  on 
March  27,  1979  (44  FR  12837). 

G.  Covered  by  the  Regulatory  ^exibriity  Act  Ho . . 

A.  Description:  These  proposed  regulations  will  recrxtify  the  rules  tor  redurring,  Charles  Campbel,  (301)  594-7453.  Legal  Assrstant  Office 

suspending  and  terminating  an  SSI  redpiertt's  benefits.  of  Regulations,  6401  Security  Brxilevard.  Baltimore. 

B.  Mhy  Signmcant:  The  proposed  rules  will  describe  situations  when  a  person  Maryland  21235. 
may  not  receive  all  or  part  of  Ns  or  her  SSI  benefits. 

C.  Regulatory  Impact  Analysis:  Not  required . - . . . . 

0.  Need  These  regulations  are  being  reviewed  to  consider  the  possible  need  for 

policy  revisions,  additions,  or  deletions.  They  are  being  rewritten  to  make  them 


clearer  and  easier  to  understand. 

E.  Legal  Basis:  42  U.S.C.  1302.  1382,  1382c,  1382d,  and  1383 . . 

F.  Chronology:  A  Notice  of  Decision  to  (tovelop  Regulations  was  published  on 
June  19,  1979  (44  FR  35241). 

G.  Covered  by  the  Regulatory  Ftexmmty  Act  No . . . - . . . . 

A.  Description:  These  recodified  regulations  will  revise  arxl  reorganize  rules  on  Clara  PoweR,  (301)  694-7459,  Legal  AssistanL  Office  of 

Interim  assistance  provisions  under  the  Supplemental  Security  Income  pro-  Regulations,  6401  Security  Boulevard.  Baltimore.  Mary- 

gram.  The  rules  permit  the  Social  Security  Administration  to  enter  into  an  larxl  21235. 

agreement  with  a  State  to  repay  the  State  lor  interim  assistance  it  gives  an 
individual  while  an  application  for  SSI  is  pending. 

B.  Why  Signmcant  The  rules  permit  SSA  to  withhold  an  Individual's  SSI  benefit, 
payment  and  send  it  to  the  State  as  repayment  for  interim  assistance,  upon 


C.  Regulatory  bnpacl  Analysis:  Not  re<)uired _ _ _ _ _ _ _ 

0.  Need  These  regulations  are  being  reviewed  to  consider  the  possible  need  for 
policy  revisions,  additions,  or  deletions.  They  are  being  rewritten  to  make  them 
clearer  and  easier  to  understand. 

E.  Legal  Basts:  Secs.  1102  and  1631  of  the  &toial  Seciffity  Act  as  amended;  49 
Stal  647  as  amended;  86  StaL  1475  as  amended;  42  U.S.C.  1302  and  1363. 

F.  Chronology:  A  Notice  of  Decision  to  Develop  Regulations  was  published  on 
July  11,  1979  (44  FR  40531).  A  notice  of  proposed  rulemaking  was  published 
on  April  21,  1960  (45  FR  26719). 

G.  Covered  by  the  Regulatory  Flexitikly  Act  Ho . - . 
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!>oo(al  Security  Administration 

Title  Summary  Contact 


Supplemental  Security  Income  Program;  Med¬ 
icaid  Bigibility  Oeterminations;  20  CFR  Part 
416.  Subpart  U. 


Social  Security  Adnanistration:  Availability  of 
Information  and  Records  to  the  Public;  20 
CFR  Parts  401  and  422. 


Old-Age.  Survivors  and  Disability  Insurance 
Programs;  Limitation  on  Total  Family  Bene¬ 
fits  in  Disabiii^  Cases;  20  CFR  Part  404, 
Subpart  E 


Old-Age.  Survivors.  OisaMity  Insurance  Pro¬ 
gram-Basic  Computation  of  Benefits  and 
Lump  sums;  20  CFn  Part  404,  Subpart  C. 


Supptemenial  Security  Income  Program;  Bene¬ 
fits  for  Severely  Disabled  Performing  Sub¬ 
stantial  Gainful  Activity;  20  CFR  Part  416, 
Subpart  8 


A  Description:  The  proposed  regulations  win  recodify  the  rules  under  which  Cliff  Terry,  (301)  564-7519,  Legal  AssistanL  Office  of 
Social  Security  Administration  agrees  to  make  determinations  of  Medicaid  Regulations,  6401  Security  Boulevard.  Baltimore,  Mary- 
eTigibitity  for  ^  beneficiaries  on  behalf  of  States  and  to  give  States  other  land  21235. 
assistance  in  Medicaid  program  administration. 

6.  Why  Signmcant  The  agreements  avoid  duplication  of  effort  between  State 
and  Ferteral  governments  and  simpUfy  the  Medicaid  application  process  f(» 
applicants. 

C.  Regulatory  Impact  Analysis:  Not  required . . . 

D.  Need:  These  regulations  are  being  reviewed  to  consider  the  possible  need  for 
policy  revisions,  additions,  or  deletions.  They  are  being  rewritten  to  make  them 
clearer  and  easier  to  understand. 

E.  Legsd  Basis:  42  U.S.C  1302, 1383, 13e3c.  and  4222 . . . - . 

F.  Chronology:  A  Notice  of  Decision  to  Develop  Regulations  was  published  on 
June  19,  1979  (44  FR  35241). 

G.  Covered  by  the  Regulatory  BexibiUty  Act  No . 

A.  DescriptiorK  These  proposed  regulations  will  revise  SSA's  rules  on  the  Armand  Esposito,  (301)  594-7455.  Legal  Assistant.  Office 

Freedom  of  Information  Act  to  make  them  consistent  with  HHS's  regulations  in  of  Regulations,  6401  Security  Boulevard.  Baltimore. 

45  CFR  Part  5.  transfer  material  concerning  HCFA's  Medicare  program,  and  Maryland  21235 

relocate  certain  rules  to  bring  SSA's  rules  on  disclosure  and  the  availability  of 
Information  together  in  one  part 

B.  Why  Signmcant  These  are  basically  technical  revisions  to  make  SSA’s  rules 
consistent  with  those  in  45  CFR  Part  5. 

C.  Regulatory  Impact  Artalysis:  Not  required . . . 

D.  Need:  There  is  a  need  to  review  SSA's  rules  on  the  availability  of  Information 
for  consistency  with  HHS's,  revise  our  ruies  to  reflect  creation  of  Health  Care 
Financing  Administration,  and  to  transfer  certain  Medicare  information  which  no 
longer  applies  to  SSA  activities  to  42  CFR  Part  S. 

E  Le^  Basis:  42  U.S.C.  40i  and  1302 . . 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  May  18,  1979 
(44  FR  29109. 

G.  Covered  by  the  Regulatory  Flexibility  Act:  No . . . . . . 

A.  Descrptiorv  There  is  now  a  lower  ceiling  on  the  total  amount  of  benefrts  Jack  Sohanberger.  (301)  594-6785,  Legal  Assistant.  Office 

payable  to  a  disabled  worker  and  his  family.  of  Regulations.  6401  Security  Boulevard,  Baltimore. 

Maryland  21235. 

B.  Why  Signmcant  The  lower  benefits  now  payable  are  intended  to  provide  an 
incentive  for  disabled  Individuals  to  continue  working  or  return  to  work,  and  at 
the  same  time  will  provide  an  equitable  level  of  benefits  to  the  family  of  a 
worker  who  is  unable  to  work. 

C.  Regulatory  Impact  Analysis:  Not  required _ _ _ 

D.  Need:  This  regulation  is  needed  to  carry  out  section  101  of  the  Social  Security 
Disability  Amendments  of  1980. 

E.  Legal  Basis:  94  Slat.  442,  Pub.  L  96-265 . . . . . 

F.  Chronology:  A  Notica  of  Decision  to  Develop  Regulations  was  published  on 
September  15. 1980  (45  FR  60922)  and  a  Notice  of  Proposed  Rulemaking  was 
published  on  December  22,  1960  (45  FR  84066). 

6.  Covered  by  the  Regulatory  FtexmiHty  Act  No.. . . . 

K  Desertion:  These  regulations  win  contain  the  rules  on  computations  of  Jack  Schanberger,  (301)  594-6785,  Legal  Assistant,  Office 
primary  insurance  amounts  (PIA)  in  the  old-age,  survivors,  and  disability  of  Regulations,  6401  Security  Boulevard,  Baltimore, 
insurance  programs.  They  will  also  include,  for  the  firsi  time,  the  new  rales  on  Maryland  21235. 
excluding  years  of  low  earnings  when  computing  disability  benefits,  as  provided 
by  the  So^  Security  Disability  Amendments  of  1980. 

8.  Why  Signmcant  These  regulations  wB  simplify  the  complex  rules  on  comput¬ 
ing  benefits,  and  will  introduce  the  new  rules  on  computing  disability  benefits. 

C.  Regulatory  Impact  Analysis  Not  required . . . . . 

D.  Need:  These  regulations  are  needed  so  we  can  give  the  public  dear  rales  and 
so  we  can  add  the  provisions  needed  to  implement  section  102  of  the  Social 
Security  Disabilily  Amendments  of  1980. 

E  Legal  Basis  Sec.  215  of  the  Social  Security  Act;  42  U.S.C.  415;  Pub.  L  96- 
265,  Sec.  102  , 

F.  Chronology:  A  Notice  of  Dedsion  to  Develop  Regulations  was  published  on 
March  6.  1979  (44  FR  12205).  A  Notice  of  Proposed  Rulemaking  was 
published  on  June  25,  1980  (45  FR  42647)  to  simplify  existing  rales.  A  Notice 
of  Proposed  Rulemaking  was  published  on  December  22,  1980  (45  FR  84086) 
for  the  new  disability  computations,  and  a  Notice  of  (Sedsion  to  Develop 
Regulations  was  published  on  January  8,  1981  (46  FR  2093)  to  modify  the 
new  disability  cornputation. 

G.  Covered  by  the  Regulatory  Flexibility  Act  Nn . . . . . 

K  Description:  These  regulations  wai  clarify  how  SSA  will  interpret  and  apply  the  Fred  Miranda.  (301)  594-7341,  Legal  AssistanL  Office  of 
unique  eligbillty  fadors  which  are  necessary  for  status  as  a  supplemental  RegulaSons.  6401  Security  Boulevard,  Baltimore,  Mary- 

income  recipient  for  purposes  of  Titles  XIX  and  XX  They  will  also  explain  the  land  21235 

eligibility  factors  which  must  be  met  to  acquire  and  retain  eligibility  for  special 
SSI  payments  while  an  individual  is  engaged  in  substantial  gainful  acbvity. 

B.  Why  Signmcant:  This  is  a  3-year  derraxistration  program  which  affects 
individuals  who  work  despite  dnabling  impairments.  The  demonstration  pro¬ 
vides  Special  SSI  cash' benefits  to  these  people  where  certain  requirements 
are  meL  Even  when  SSI  cash  benefits  are  no  longer  payable  these  people,  if 
they  meet  certain  eligibility  factors,  are  considered  as  SSI  recipients  for 
purposes  of  Titles  )ax  and  XX  of  the  Social  Security  AcL 

C.  Regulatory  litpaci  Analysis  Not  Required . . . . . 

D.  Need:  Required  by  the  section  201  of  the  Social  Security  Amendments  of 
1980. 

E.  Legal  Basis  Section  201(a)  and  (19  of  Pub.  L  96-265 _ _ _ 

F.  Chmnoiogy:  Interim  regulations  were  published  on  January  22  1981  (46  FR 
6903). 

Q.  Covered  by  the  Regulatory  Flexmmty  Act  No . . . 
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Title  Summaiy  Contact 

Supplemental  Security  Income  Program:  Shel-  A.  Description:  (1)  Sheltered  mrorfcshop  remuneration  is  earned  income  as  ol  10/  Rita  Hauth,  (301)  S94-7112.  Legal  AssistanL  Office  ol 
tered  Workshops  (1)  and  Earned  Income  1/60;  (2)  Earned  Income  tax  creffils  an  earned  income  as  ol  January  1, 1980.  Regulations.  6401  Security  Boulevard.  Baltimore.  Mary- 

Tax  Credits  (2);  20  CFR  Part  416,  Subpart  K  B.  Why  Significant  (1)  Eliminates  need  to  determine  whether  sheltered  work-  land  21235. 

shops  services  are  employment  or  therapy— thus  earned  or  unearned  IrKxime. 

Ear^  income  is  advantageous  to  beneficiary  as  it  provides  greater  exdusiorN  < 

and  higher  benefits;  (2)  Earned  jtxxjme  tax  credits  did  not  affect  benefit  prior 
to  1980.  These  credits  would  have  been  unearned  IrKxime  as  ol  1980  and 
iwould  have  resulted  in  lower  benefits,  ii  this  law  would  not  have  been  enacted. 

C.  Regulatory  Impact  Analysis:  Not  required . . . . . 

D.  Need:  The  regulations  will  provide  the  criteria  to  carry  out  section  202  of 
Social  Security  Disability  Amerkfinents  of  1980  and  the  Technical  Corrections 
Act  of  1979. 

E.  Legal  Basis-  (1)  42  U.S.C.  1382a;  (2)  42  U.S.C.  1382a . . . 

F.  Chronology:  A  Notice  of  Proposed  Rulemaking  was  published  on  January  19, 

1981  (46  FR  4949). 

G.  Covered  by  the  Regulatory  Flextbilily  Act  No . . 

Supplemental  Security  Income  Program;  Age  A.  Oascnpttm- (1)  Deeming  of  parental  income  and  resources  to  an  efigible  child  Rita  Hauth,  (301)  594-7112,  Legal  AssistanL  Office  of 
18  Deeming  and  Alien  Deeming;  20  CFR  ends  when  a  child  reaches  age  16  unless  a  savings  clause  applies  to  chMren  Regulations.  6401  Security  Boulevard,  Baltimore.  Mary- 

Part  416.  Subpart  K.  between  18  and  21;  (2)  A  sponsor’s  income  and  resources  are  deemed  to  an  land  21235. 

alien  lor  a  period  of  three  years  after  admission  for  aliens  who  first  apply  after 
September  30.  1980. 

B.  Why  Significant  (1)  Eliminates  different  treatment  of  children  aged  18  to  21 
depending  on  status  as  students;  (2)  Assumes  that  sponsors  wfil  support  alier« 
and  sets  more  rigid  rules  than  apply  to  other  deeming  categories. 

C.  Regulatory  Impact  Analysis-  None  Required . . . . . 

O.  Need:  (1)  and  (2)  implement  sections  203  and  504  ol  the  Social  Security 

Disability  Amendments  ol  1980. 

E.  Legal  Basis:  (1)  42  U.S.C.  1382a;  (2)  42  U.S.C  1382c  and  138^ . . 

F.  Chronology:  A  Notice  of  Decision  to  Develop  Regulations  was  published  on 
November  14.  1980  (45  FR  75225). 

6.  Covered  by  the  Regulatory  FterbOity  Act  No . . . . . . 

Old-Age,  Survivors  and  Disability  Insurance  A.  Description-  These  proposed  regulations  wifi  provide  lor  continued  payment  ol  Harry  Short  (301)  594-7337,  Legal  AssistanL  Office  of 
and  Supplemental  Security  Income  Program;  cash  benefits  to  persons  whose  disabilities  have  ended  if  they  ate  parfidpating  Regulations,  6401  Security  Bouievaid.  BaRmiote.  Mary- 

Continued  Payment  of  Benefits  to  Persons  to  to  vocational  rehabilitation  programs.  Parfidpalion  to  the  program  must  have  land  21235. 

Approved  Vocational  Rehabilitation  Rans;  20  begun  before  the  person's  disability  ends  and  the  disability  must  not  have 

CFR  Parts  404.  Subpart  P,  and  416,  Subpart  been  expected  to  end  prior  to  the  eiqiected  completion  date  of  the  program. 

I. 

B.  Why  SigrUScant  These  proposed  regulations  will  affect  those  people  who 
medically  recover  from  their  disabilities  tiuring  the  course  of  their  vocational 
rehabilitation  programs  and  who,  because  of  Sie  toss  ol  the*  benefits,  are 
forced  to  discontinue  their  partic^tion  to  the  program  and  seek  substantial 
gainful  work  activity. 

C.  Regulatory  Impact  Analysis-  Not  required . . . . 

D.  Need:  These  regulations  are  required  to  toiplemenl  Section  301  of  the  Social 
Security  Disability  Amendments  of  1980. 

E.  Legal  Basis  42  U.&C.  425, 1382c.  and  1383 . . . . 

F.  Chronology:  A  Notice  of  Decision  To  Develop  Regulations  was  published  on 
November  26.  1980  (45  FR  78726). 

G.  Covered  by  the  Regulatory  Fleidbdity  Act  No . . 

dd-Age.  Survivors  and  Disability  Insurance:  A.  Description  The  propos^  regulations  will  provide  for  the  deduction  from  David  Smith.  (301)  694-7336.  Legal  AssistanL  Office  of 
and  Supplemental  Security  Income  Program;  earnings  of  certain  impairment  related  work  expenses  to  determtoing:  (1)  Regulalions,  6401  Security  Boulevard.  Balhmote.  Mary- 

Deduction  of  Work  Related  Expenses;  20  Whether  a  disabled  person  has  done  substantial  gainful  activity;  and  (2)  the  land  21235. 

CFR  Parts  404.  Subparts  P,  and  416,  Sub-  amount  of  a  disabled  person's  earrted  incotne  for  SSI  purposes, 
part  I. 

B.  Why  Significant  The  regulation  wifi  erxtourage  disabled  persorrs  to  work  by 
eriabling  them  to  deduct  certain  work  expenses. 

C.  Regulatory  Impact  Analysis  Not  required . . 

D.  Need:  The  proposed  regulations  an  needed  to  toiplemenl  Section  302  of  the 
Social  Security  Disability  Amendments  of  1980. 

E.  Legal  Basis:  42  U.S.C.  405,  423.  1302.  1382c.  and  1383 . . . 

F.  Chronology: . . . . . . . . . . . . . . 

G.  Covered  by  the  Regulatory  Flerability  Act  No . . . . 

Old-Age.  Survivors  and  Disability  Insuranca  A.  Description  These  proposed  regulations  wfil  provide  persons  to  remain  Harry  ShoiL  (301)  594-7337,  Legal  Ass«tsn4,  Offce  of 
and  Supplemental  Security  Incotne  Program;  disabled  and  who  have  completed  a  trial  work  period  with  an  additional  period  Regulations,  6401  Security  Boulevard,  Baltimors.  Mary- 

Extension  of  Trial  Work  Period  and  Rein-  of  15  months  to  which  to  conttoue  to  lest  their  ability  to  work.  During  Ihis  land  21235. 

statement  of  Benefits;  20  CFR  Parts  404,  period  a  person  may  be  paid  benefits  for  aN  months  to  which  he  or  she  does 

Subpart  P,  and  416,  Subpart  1.  not  do  substantial  gainful  activity.  The  regulations  also  extend  the  trial  work 

period  provisions  (and  the  additional  period)  to  widows,  widowers,  toid  surviv- 
tog  divorced  wives. 

B.  Why  Significant:  Persons  who  remain  dteabled  and  who  have  exhausted  their 
trial  work  periods  will  be  encouraged  to  continue  their  efforts  to  return  to  work. 

For  the  first  time,  the  trial  work  period  provisions  are  exterkfed  to  widows, 

,  wkfowefs,  and  surviving  rtivorced  wives. 

C.  Regulatory  Intact  Analysis  Not  required . . . . . . 

0.  Need:  These  regulations  are  needed  to  toiptemenl  Section  303  of  the  Social 

Security  Disability  Amendments  of  1980. 

E.  Legal  Basis-  42  U.S.C.  402.  416,  422,  423,  1382,  1382c,  and  1^ _ 

F.  Chronology:  A  Notice  of  Decision  To  Develop  Regulations  was  published  on 
November  14,  1960. 

G.  Covered  by  the  Regulatory  Fleiability  Act  No - - - - - — 

OW-Age.  Survivors  and  Disability  Insutanca  A.  Description  Any  decision  made  by  the  Secretary  which  involves  a  determtoa-  Phi  Berge,  (301)  594-7452,  Legal  AssrstanL  Oflios  oi 
and  Supplemental  Security  Inoome  Program;  tion  of  disability  under  title  N  or  title  )(VL  unfavorable  to  whole  or  part  to  the  Regulations,  6401  Security  BoutevanL  Baltintoro,  Mary- 

Personalized  Notices  to  Be  Provided  Certain  disabled  individual,  Shan  contain  a  statement  of  the  cause  to  understandable  land  21235. 

SSA  Claimants;  20  CFR  Parts  404,  Subpart  language  setting  forth  a  discussion  of  the  evidence  and  stating  the  Secretary's 

J,  and  416,  Subpart  N.  determinalion  and  the  reason  or  reasons  upon  which  R  is  based.  Where  a 

written  personalized  notice  has  been  provideiL  we  will  not  repeat  this  toforma- 
tion. 

B.  Why  Significant  The  proposed  regulations  require  that  we  furnish  additional 
Information  to  Dl  and  SSI  claimants  for  disability  whose  claims  are  being 
denied. 
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Title 


Summaiy 


Contact 


Old  Age.  Surviiiors  and  Disability  Insurance 
and  Supplemental  Security  Income  Program 
Umitatiori  on  Prospective  Life  of  Applications 
and  Closing  of  Record  After  Hearing  Deci¬ 
sion;  20  CFR  Parts  404,  Subparts  G  and  J. 
and  416.  Subparis  C  and  N. 


Old  Age.  Survivors  and  Disability  Insurance 
Programs:  Payment  for  Medical  Evidence  of 
Record:  20  CFR  Part  404.  Subpart  P. 


I- 

f 


OkJ  Age.  Surrivors  and  Disability  Insurance 
and  Supplemented  Security  Income  Pro¬ 
grams:  Payment  of  Certain  Travel  Expense; 
20  CFR  Parts  404,  Subparts  I  and  P,  and 
416.  Subpart  N 


I 

i 


Axl  to  FamH'es  With  Dependent  Children:  Dis¬ 
closure  of  (nformabon  for  Audits;  45  CFR 
205  50 


Aid  to  Families  With  Dependent  Children;  Fed¬ 
eral  Financial  Participation  in  the  Cost  of  a 
Stateimde  Mechanized  Claims  Processing 
and  Intormalion  Retrieval  System;  45  CFR 
205. 


C.  Regulatory  Impact  Analysis:  Not  required . . . . . - . 

D.  Need:  The  proposed  regulations  implement  Section  305  of  the  Social  Security 
Disability  Amendments  of  1980. 

E.  Legal  Basts:  42  U.S.C.  405  and  1302 . . . 

F.  Chronology:  A  Notice  of  Decision  To  Develop  Regulations  was  published  on 
September  10.  1960  (45  FR  59589). 

G.  Covered  by  the  Regulatary  Flexibility  Act  No . 

A.  Description:  Under  these  proposed  regulations.  If  a  person  hies  an  application  Cliff  Terry,  (301)  594-7519,  Legal  Assistant.  Office  of 

for  benefits  before  the  first  month  he  or  she  meets  all  requirements  for  Regulations.  6401  Security  Boulevard.  Baltimore.  Mary- 

entitlemenL  we  will  aRow  the  claim  only  H  he  or  she  meets  all  requirements  land  21235. 

before  a  hearing  decision  or  dismissal  ff  tf<ore  Is  one)  is  issued.  Also,  H  the 
person  asks  the  Appeals  Council  to  review  the  hearing  decision  or  dismissal, 
the  Council  will  not  consider  new  evidence  unless  it  relates  to  the  time  before 
the  hearing  decision  or  dismissal  and  there  was  good  cause  for  not  submitting 
it  earlier. 

B.  Why  Significant:  These  rules  should  promote  final  resolution  of  cases  at  the 
hearing  stage  and  help  to  reserve  Appeals  Council  review  more  nearly  for 
cases  of  a  genuinely  appellate  nature. 

C.  Regulatory  Impact  AnaytsiS'  Not  required  .....'. . 

D.  Need  To  conform  our  regulations  to  sec.  306  of  the  Social  Security  Disability 
Amendments  of  1980  and  to  carry  out  the  express  intent  of  Caress  in 
enacting  it 

E.  L^al  Basis:  42  U.S.C.  402(D(2).  416(iH2)(G),  and  423(b)  as  amended  by  sect. 

306  of  Pub.  L.  96-265. 

F.  Chronology:  A  Notice  of  Decision  to  Develop  Regulations  was  published  on 
September  16.  1980  (45  FR  61315). 

6.  Covered  by  the  Regulatory  Flexibility  Act  No . . . . 

A.  Description:  These  regulations  provide  that  any  non-Federal  hospital,  clinic.  William  Ziegler,  (301)  594-7415,  Legal  Assistant.  Office  of 

laboratory,  or  other  provider  of  medical  services,  or  physician  who  is  not  Regulations,  6401  Security  Boulevard,  Baibmore,  Mary- 

employed  by  the  Federal  government  and  who  supplies  medical  evidence  that  land  21235 

we  ask  for  end  need  for  making  determinations  of  disability  shall  be  entitled  to 
payment  for  the  reasonable  cost  of  providing  the  evidence. 

B.  Why  Significant  Until  December  1,  1980,  the  claimant  was  primarily  responsi¬ 
ble  for  paying  for  existing  medical  evidence  submitted  to  us  for  making  a  tide  II 
disability  determination.  We  wit  now  pay  the  reasonable  cost  for  existing 
medical  evidence  which  we  ask  tor  and  need.  The  mformation  needed  for 
disability  determinations  wiH  be  obtained  more  expeditiously  and  the  need  for 

further  medkral  consultative  examinations  at  our  expense  will  be  reduced.  _ 

C.  Regulatory  Impact  Anaytsis:  Nof  required . 

D.  Need:  These  regulations  are  needed  to  implement  section  309  of  the  Social 
Security  Disability  Amendments  of  1980. 

E.  Legal  Basis:  42  U.S.C.  405,  423,  and  1302 . 

F.  Chronology:  Interim  regulations  were  published  October  30,  1980  (45  FR 
71791). 

G.  Covered  by  the  Regulatory  Flexib/ity  Act  No . . . . . „..., 

A  Description:  These  proposed  regulations  will  provide  for  the  payment  of  Clara  Barrett  Powell,  (301)  594-7459.  Legal  Assistant, 
certain  travel  expenses  to  claimants  who  attend  medical  exams,  and  to  Office  of  Regulations,  6401  Security  Boulevard,  Balti- 
claimants  their  representatives,  and  witnesses  who  attend  reconsideration  more,  Maryland  21235. 
interviews  and  proceedings  before  admininstrative  law  judges. 

B.  Why  Significant:  The  proposed  regulations  are  significant  because  they  will 
explain  when  SSA  will  pay  certain  travel  expenses. 

C.  Regulatory  Impact  Anaytsis:  Not  required . . . . . 

D.  Need:  These  regulations  are  needed  to  implement  Section  310  of  the  Social 
Security  Disability  Amendments  of  1 980. 

E.  Legal  Basis  94  Stat.  459  and  460  Pub.  L  96-265 . . . . 

F.  Chronology:  A  Notice  of  Decision  to  Develop  Regulations  was  published  on  , 

January  15.  1981  (46  FR  3547). 

G.  Covered  by  the  Regulatory  Flexibility  Act  No .  -- 

A.  Description:  This  interim  regulation  will  permit  HHS  to  disclose  information  Jack  Schanberger.  (301)  594-6785.  Legal  AssistanL  Office 
concerning  appficants  and  recipients  under  title  IV-A  of  the  Social  Security  Act.  of  Regulations.  6401  Security  Boulevanl,  Baltimore. 
Disclosure  is  permitted  lor  purposes  of  program  audits  conducted  by  any  Maryland  21235 

governmental  entity  authorized  by  taw  to  conduct  such  audits. 

B.  Why  Significant:  Clarifies  existing  guidelines  on  disclosure,  so  that  an  States 
and  the  Federal  Government  are  consistent. 

C.  Regulatory  Impact  Analysis:  Not  required . 

0.  Need:  To  implement  section  403  of  the  Social  Security  Disability  Amendments 

of  1980. 

E.  Legal  Basis:  94  Stat.  462.  Pub.  L.  96-265 . . . . . . . 

F.  Chronology:...- . . .  . . . . 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . . 

A.  Description;  These  interim  regulations  will  provide  that  90  percent  Federal  Pat  (yHare,  (202)  245-0043,  Policy  Specialist.  Office  of 

matching  funds  wiH  be  available  (or  the  design,  development,  installatioa  and  Family  Assistance,  2110  Switzer  Building.  330  C  Street, 

implementation  of  computerized  AFDC  Statewide  mechanized  claims  procesp-  S.W..  Washington.  D  C.  20201 

ing  and  information  retrieval  systems.  This  increased  matching  wilt  also  include 
the  cost  of  purchasing  or  renting  computer  equipment  and  software  used  for 
the  operation  of  the  system. 

B.  Why  SigniScent  The  regulations  will  reduce  cost  to  both  the  State  and 
Federal  governments  in  the  0|>eration  of  the  AFDC  program  because  of, the 
systems  implemented. 

C.  Regulatory  Impact  AnatySs  Not  required . . 

D.  Need  These  regulations  will  implement  section  406  of  the  Social  Security 
Disability  Amendment  of  1980. 

E  Legal  Basis  94  Stat.  465.  466,  467  Pub.  L.  96-265. . . . 

F.  Chronology: . . . . . . . 

G.  Covered  by  the  Regulatory  Flexibifity  Act  No . . .  .. 
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SocW  S«curity  Administration 

Title  Summary  Contact 


Old  Age,  Survivors,  and  Disability  Insurance  A.  Description:  These  proposed  regulations  nvill  provide  that  an  individual’s  Larry  Oudar,  (301)  594-6629,  Legal  AssislanL  Office  ot 
and  Supplemental  Security  Irtcome  Pn>-  retroactive  monthly  so^  security  will  be  reduced  d  the  individual  received  SSI  Regulaborts,  6401  Security  Goulevaid,  Baltimore,  Maty- 

grams;  Deductions,  Reductions  and  Nonpay-  payments  for  the  same  period.  land  21235. 

ment  of  Benefits;  20  CFR  Part  404,  Subpart 
E,  and  416,  Subpart  K. 

B.  Why  SigniScant  These  proposed  regulations  wM  preciuda  the  windtall  pay¬ 
ment  of  SSI  benefits  that  would  not  have  been  made  if  the  monthly  social 
security  benefits  had  been  paid  when  regularty  due  rather  than  retroactively. 

1  C.  Degulalory  Impact  Analysis:  Not  retfinti . . . — _ _ _ _ _ _ 

0.  Need'  Implements  section  501  of  the  Social  Security  Disability  Amerxlments 
of  1980. 

E  Legal  Basis:  94  Stat  469, 470  Pub.  L  96-265 . . . . 

F.  Chronology:  A  Notice  of  Decision  to  Develop  Regulations  was  published  on 
October  20,  1960  (45  FR  69248). 

G.  Covered  by  the  Regulatory  Ftexij^  Act  No . _.... 

Old  Age,  Survivors  and  Disability  Insurance  A.  Descriptiorc  These  regulations  change  the  rules  governing  the  frequency  with  Armand  Esposito,  (301)  594-7455,  Legal  AssistanL  Office 
Programs;  Time  for  Making  of  Social  Secu-  which  States  and  interstate  instnimentaiHies  must  deposit  social  security  of  Regulations,  6401  Security  Boulevard,  Baltimore, 

rity  Contributions  for  Covered  State  and  contributions  on  wages  and  salaries  pakLIo  covered  employees.  This  new  njle  Maryland  21235. 

Local  Employees;  20  CFR  Part  404,  Subpart  requires  States  aixf  interstate  instrumentalities  to  depo^  contributions  within 
M.  30  days  after  the  end  of  each  calendar  month  in  which  wages  are  paid. 

B.  \Mty  Significant  Regulations  were  scheduled  to  go  into  effect  which  would 
have  required  the  States  arxf  interstate  instrumentalities  to  ifeposit  the  social 
security  contributions  sooner  than  30  days.  Section  503  of  the  Social  Security 
Disability  Amendments  of  1980  provided  that  30  days  would  be  the  period 
within  which  these  contributions  must  be  deposited.  These  regulations  reflect 
that  amendmenL 

C.  Regulatory  bnpact  Artafysis:  Not  required . — _ _ _ _ 

D.  Need:  These  regulations  are  required  to  implement  section  503  of  the  Sociai 
Security  Disability  Amendments  of  1980. 

E  Legal  Basis:  Sections  205,  218,  and  1102  of  the  Social  Security  Act - 

F.  Chronology:  Interim  regulations  were  published  on  October  31,  1980  (45  FR 
72110). 

G.  Covered  by  the  Regulatory  /riexirifily  Act  No . - . . . . 

Old-Age,  Survivors  and  Disability  Insurance  A.  Description:  Amendments  of  1980  authorize  the  Secretary  to  conduct  experi-  Hervy  Lemer,  (301)  594-7414,  Legal  AssistanL  Office  of 
and  Supplemental  Security  Income  Pro-  merits  and  rfemonstration  projects  urtoer  the  OASDI  and  SSI  programs.  The  Regulations,  6401  Security  BoutevarrL  Baltimore,  Mary- 

grams;  ^periments  and  Demonstration  Pro-  proposed  regulations  will  alter  the  requirements  tor  rfsability  benefits  and  the  land  21235. 

jects  Under  Disability  Insurance  and  SSI  requvements  for  SSI  benefits  when  a  person  has  been  seized  to  participate 

Programs;  20  CFR  Parts  404,  Subparts  D  in  an  experiment  or  demonstration  ptojea.  under  these  amendments, 

and  P,  and  416.  Subparts  B  and  I. 

B.  Why  Significant  Current  regulations  provide  that  in  order  to  be  eligible  tor 

H  and  title  )(VI  benefits,  certain  requirements  must  be  mel  The  Srr^  Security 
Disability  Amerxlments  of  1960  authorize  the  Secretary  to  waive  compliance 
with  benefit  requirements  for  title  R  arxi  title  XVIfl  and  waive  any  of  the 
conditions,  requirements,  or  Imitations  of  title  )(VL 

C.  Regulatory  Impact  Analyst:  Not  required _ _ _ _ - . - . - . . 

D.  Need:  These  regulations  are  needed  to  implement  section  505  of  the  Social 
Security  Disability  Amendments  of  1980. 

E.  Legal  Basis-  42  U.EC.  1310 - 

F.  Chronology:  A  Notice  of  Decision  to  Develop  Regulations  was  published  on 
January  8, 1981  (46  FR  2093). 

G.  Coveted  by  the  Regulatory  neabmiy  Act  No _ 

Aid  to  Families  With  Dependent  Children  Pro-  A.  Description:  The  proposed  regulations  wB  provide  that  the  earned  income  Connie  Katz.  (202)  245-2021,  Program  SpeoalsL  Office  of 
gram;  Incentive  for  AFDC  Recipients  to  disregard  wM  rxri  be  appliad  to  any  earned  income  «4iich  the  recipient  taled  Famly  Assistarice,  Room  B-416,  Transport  Budding 

Report  Earned  income;  45  CFR  206  and  without  good  cause  to  report  timely  to  the  State  agency.  2100  Seoorxl  St,  EW..  Washingtott,  D.C.  20024. 

233. 

B.  Why  Significant  The  proposed  regulations  wB  require  agencies  in  States  that 
do  not  have  monthly  reprirting  systems  to  confirm  reprxted  changes  to  assure 
that  recipients  are  not  penalized  due  to  agerxqr  fadure  to  take  action  on  the 
repotted  changes. 

C.  Regulatory  bppact  Analysis:  Not  required . . . . . . 

D.  Need-  New  rulemaking  is  necessary  to  implement  section  302  of  the  Adoption 
Assistance  Child  WeRare  Act  of  1980  in  order  to  assure  unRorm  interpretation 
by  States. 

E  Legal  Basis  94  Stat  528,  Pub.  L  96-272... . . . 

F.  Chronology:  A  Notice  of  Decision  to  Develop  Regulations  was  published  on 
December  16. 1980  (45  FR  82681). 

G.  Covered  by  the  Regulatory  Flextoilily  Act  Uo - - - - 

Aid  to  Families  With  Dependent  Children  Pro-  A.  Descripfiort  These  regulatiottt  wB  provide  that  a  State  may  prorate  the  Omrxe  Katz,  (202)  245-2021,  Policy  SpecialisL  Office  of 
gram;  Proration  of  Shelter  Utilities  and  Simi-  shelter,  utilities,  arxl  similar  needs  of  specified  assistarK»  units  Rving  with  Family  Assistar)^  Room  B416,  Trartsport  Budding 

lar  Expenses  for  AFDC  Children  Living  With  closely  related  family  members  who  are  ineligible  for  AFDC.  States  may  2100  Seoorxl  SL  SW.,  Washington,  D.C.  20024. 

InehgiM  Relatives;  45  Part  233.  prorate  d  the  total  income  of  assistarxte  und  members  and  closely  related 

family  members  equals  or  exceerls  the  States  AFDC  need  standard  lor  an 
FDC  assistance  unit  of  comparable  size. 

B.  Why  Signdicant  The  regulation  wB  provida  that  W  a  State  chooses  to  prorate, 
tt  must  follow  a  formula  specified  in  the  regufatxtn.  Uixler  prior  law,  Sta^  had 
complete  flexdxlity  in  detennirting  need  and  payment  standards. 

C.  Regulatory  Impact  Analysis-  Not  required . . . — . — . . 

D.  Need:  To  implement  section  303  of  the  Adoption  Assistance  and  Child 
WeHare  Act  of  1960.  The  statute  Is  extremely  complex  arxi  regulations  are 
needed  to  insure  that  ad  States  intetpret  the  statute  in  the  same  way. 

E  Legal  Basis  94  StaL  528  and  529,  Pub.  L  96-272 . . - 

F.  Chrortotogy:  A  Notica  of  Decision  to  Develop  Regulations  was  published  on 
December  16,  1960  (45  FR  82681). 

G.  Covered  by  the  Regulatory  Flexibfiity  Act  Ho . - . 
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Social  Security  Administration 


Title 


Summary 


Contact 


Supplemental  Security  Income  Program:  Dis¬ 
posing  o<  Resources  for  Less  Than  Fair 
Market  Value:  20  CFR  Part  416,  Subpan  L 


Old  Age.  Survivors,  and  Disability  Insurance 
Prog.'am:  Benefits  lor  Certain  Prisoners:  20 
CFR  Part  404. 


Aid  to  Families  With  Dependent  CNIdren:  Child 
Support  Reporting  and  Matching  Procedures: 
45  CFR  Ch^ter  II. 


Old-Age.  Survivors  and  Disability  Insurance 
Pro9.'ams:  Changes  to  the  Retirement  Test: 
20  CFR  Part  404,  Subpart  E. 


Old-Age,  Survivors,  and  Disability  Insurance 
Program:  Decreased  Retroactivity  of  Benefit 
Applications:  20  CFR  Part  404,  Subpart  G. 


A.  Description:  These  proposed  regulations  provide  that  an  individual  (or  eligible 
spouse)  who  gives  away  or  seUs  any  nonexcludable  resource  for  less  than  fair 
market  value  for  the  purpose  of  establishing  SSI  eligibility  will  have  those 
disposed  of  resources  counted  toward  the  resource  limit  for  24  months  from 
the  date  of  disposal.  The  disposal  of  a  resource  at  less  than  fair  market  value 
is  presumed  to  be  for  the  purpose  of  establishing  SSI  eligibility  unless  the 
individual  can  present  convincing  evidence  that  the  disposal  was  exclusively 
for  some  other  purpose. 

B.  Why  Significant  These  proposed  regulations  win  affect  an  individual's  eligibility 
for  SSI  benefits  when  the  individual  disposes  of  a  resource  for  less  than  fair, 
market  value. 

C.  Regulatory  Impact  Analysis:  None  required . 

D.  Need:  To  implement  section  0005  of  Pub.  L.  96-611 . . . . . 

E.  Legal  Basis:  42  U.S.C.  1382b,  94  Stat.  3567 . 

F.  Chronology: . 

G.  Covered  by  the  Regulatory  Flexibility  Act:  No . 

Ai  Descr^tion:  The  proposed  regulations  place  certain  restrictions  on  the 

payment  of  disability  benefits  to  persons  who  have  been  convicted  of  a  felony 
and  are  imprisoned. 

B.  Why  Significant  The  proposed  regulations  are  significant  because  they  specify 
the  conditions  under  which  disability  benefits  will  not  be  paid  to  an  imprisoned 
felon  and  how  a  finding  of  disability  may  be  affected. 

C.  Regulatory  hnpact  Analysis-  Not  required . 

D.  Need:  Required  by  Section  5  of  the  Amendments  to  the  Social  Security 
Program  (P.L  f6-473). 

E.  Legal  Basis:  Pub.  L  96-473 . 

F.  Chronology: . 

G.  Covered  by  the  Regulatory  Flexibitity  Act  No . - 

A.  Descnption:  This  proposed  regulation  will  require  the  Department  to  reduce  a 
State's  quarterly  grant  under  title  IV-A  when  the  State  has  child  support 
collections  which  are  unreported  or  not  reported  in  accordance  with  Federal 
regulations. 

B.  unry  Significant  Why  Significant:  Makes  expHcil  the  reduction  of  Federal 
Financial  Participation  by  the  amount  of  the  Federal  share  of  child  support 
collections  made  by  a  State  under  title  IV-D  of  the  Social  Security  Act 

C.  Regulatory  Impact  Analysis:  Not  required . - . 

D.  Need:  To  im^ement  section  407(c)  of  Pub.  L.  96-265,  the  Social  Security 
Disability  Amendments  ot  1980. 

E.  Legal  Basis:  Pub.  L.  96-265,  section  407(c) . - . . . . 

F.  Chronology: . 

G.  Covered  by  the  Regulatory  Flexibility  Act  No _ _ _ _ _ 

A.  Descnption:  These  regulations  will  contain  the  rules  that  will  eliminate  some  of 

the  harsh  and  unintended  effects  of  the  Social  Security  Amendments  of  1977. 
They  are  retroactively  effective  as  of  January  1978.  ' 

B.  Why  Significant  The  provisions  of  the  regulations  (1)  permit  the  use  of  the 
monthly  earnings  test  to  certain  beneficiaries  in  the  year  that  entitlement 
terminates  for  a  reason  other  than  death,  (2)  exclude  for  the  purposes  of  the 
annual  earnings  lest,  sell-employment  income  Teceived  in  a  year  after  the  inital 
year  of  entitlemeni  not  attributable  to  services  performed  after  the  month  of 
entitlement:  and  (3)  provide  all  beneficiaries  the  use  of  the  monthly  earnings 
test  in  at  least  1  year  after  1977. 

C.  Regulatory  Impact  Analysis:  Not  required . 

D.  Need:  These  regulations  are  needed  so  we  can  give  the  public  clear  rules 
and  make  them  aware  of  the  changes  that  are  required  by  sections  1,  3,  and  4 
of  the  1961  Amendments  to  the  Social  Secuity  Program. 

E.  Legal  Basis.  Secs.  1,  3.  and  4  of  Public  Law  96-473,  94  Stat  2263 . 

F.  Chronology:  . 

G.  Covered  by  the  Regulatory  Flexibility  Act:  No . 

A.  Description:  This  proposed  regulation  would  reduce  from  12  months  to  6 
months  the  maximum  retroactivity  of  all  social  security  insurance  benefits  that 
are  not  based  on  the  worker's  disability  or  the  disability  of  a  widow  or  widower. 

B.  Why  Significant  This  change  would  mean  that  people  who  wait  until  some 
time  after  they  become  eligible  for  these  benefits  to  apply  for  them  will  receive 
them  for  no  more  than  6  months  before  the  month  they  apply,  even  if  they 
have  been  eligible  for  more  than  6  rrionths. 

C.  Regulatory  Impact  Analysis:  Not  required . 

D.  Need:  Rer^lred  by  Section  1011  of  the  Omnibus  Reconciliation  Act . 

E.  Legal  Basis:  Sec.  202(j)(1)  of  the  Social  Security  Act  as  amended  by  section 
toil  Pub.  L.  96-499  (the  Omnibus  Reconciliation  Act  of  1980). 

F.  Chronology:  Pub.  L.  96-499  enacted  12/5/80 . 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . 


Henry  Lerner,  (301)  594-7414,  Legal  Assistant,  Office  of 
Regulations.  6401  Security  Boulevard.  Baltimore,  Mary¬ 
land  21235. 


William  Ziegler,  (301)  594-7415,  Legal  Assistant,  Office  of 
Regulations.  6401  Security  Boulevard.  Baltimore,  Mary¬ 
land  21235. 


John  McDonald,  (202-245-2056,  Rnancial  Management 
Specialist,  Office  of  Family  Assistance.  2100  2nd  Street, 
S.W.,  Washington,  D.C.  20024 


Qara  Barrett  Powell.  (301)  594-7459,  Legal  AssistanL 
Office  of  Regulations.  6401  Security  Boulevard,  Balti¬ 
more.  Maryland  21235 


Clift  Terry.  (301)  594-7519,  Legal  Assistant,  Office  of 
Regulations.  6401  Security  Boulevard.  Baltimore,  Mary¬ 
land  21235 


Health  Care  Financing  Administration 


Tide  Description  Contact 


Health  Care  Institution  Certifications  and  Sur-  A.  Description:  Hospitals,  nursing  homes  and  other  institutional  health  care  Paul  Willging.  M.D.,  Deputy  Administration.  Health  Care 
veys  providers  are  subject  to  frequent  surveys  and  reviews.  Many  of  these  reviews  Financing  Admin.,  200  Independence  Ave.,  S  W..  Wash- 

are  a  result  of  the  Federal  Government's  role  in  insuring  the  health  and  safety  ington.  D.C.  20201,  (202)  245-6726 

of  patients.  Given  an  expanding  role  and  improved  performance  of  some  State 
and  local  governments  and  voluntary  organizations  in  this  area,  a  reassess¬ 
ment  of  the  appropriate  Federal  role  is  warranted. 

B.  Why  Significant  Survey  and  certification  requirements  affect  thousands  of 
health  care  providers  and  are  critical  to  ensuring  health  and  salty  of  patients. 

Effective  monitoring  may  be  accomplished  with  greater  flexibility  to  States 
without  loss  of  quality  of  health  services. 

C,  Regulatory  Impact  Analysis:  Yes . - . 
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Health  Care  Financing  Administration 

Title  Description  Contact 

U.  Need:  To  promote  State  flexibility,  reduce  costs,  and  maintain  quality 

standards. 

E.  Legal  Basis:  Titles  XVIII  and  XIX  of  the  Social  Secrity  Act . . . 

F.  Chronology:  Review  announced  by  Vive  President  on  March  2S,  1981.  One  of 
three  HHS  regulations  slated  for  review  by  the  President's  Task  Force  on 
Regulatory  Relief. 

■  F.  Covered  by  the  Regulatory  FlexibiKty  Act  Yes . . 

Medicaid  Regulations  Atiecting  States . .  A.  Description:  At  present  a  variety  of  regulations  impose  significant  administra¬ 

tive  requirements  on  States.  States  contend  that  these  regulations  hamper 
their  ability  to  provide  services  to  needy  people  at  reasonable  funding  levels.  In 
addtion,  the  (Resident  has  promised  States  that  regulatory  relief  will  accom¬ 
pany  his  proposal  to  limit  Federd  Medicaid  experxlitures.  For  these  reasons,  a 
thorough  review  is  needed. 

B.  Why  Significant  The  regutaticns  would  provide  greater  flexibHity  to  States  in 
meeting  the  medical  needs  of  Medici  patients  at  reduced  cost 

C.  Regulatory  Impact  Analysis:  Yes . . . . . . . . 

D.  Need  To  reduce  regulatory  burdens  on  Stales  and  promote  program 
efficiency. 

E.  Legal  Basis:  Title  XIX  of  the  Social  Security  Act . 

F.  Chronology:  Review  announced  by  Vice  President  on  March  25,  1981.  One  of 
three  HHS  regulations  slated  for  review  by  the  President's  Task  Force  on 
Regulatory  Relief. 

G.  Covered  by  Regulatory  Fleiability  Act  No . . . . 

HCFA— Medicare/Medicaid  Program:  Differetv  A.  Descripfiorv  This  regulation  will  authorize  reiiTibursement  at  the  State  Medicaid 

tial  Reimbursement/Swing  Beds  intermediate  care  faciNty  or  skilled  nursing  facility  rate  where  the  patient 

requires  a  lower  level  of  care,  but  is  inappropriately  placed  in  a  hospital:  and 
win  provide  reimbursement  for  small,  rural  hospitals  which  have  been  grat^  a 
certificate-of-need  for  provision  of  long-term  care  services.  This  regulation  wW 
also  set  forth  conditions  of  participation  for  (ischarge  planning  and  social 
services  for  hospitals  that  provide  “swing  bed"  services. 

B.  Why  Sigruficant  This  regulation  will  refine  institutional  reimbursemenl  poliGtes 
to  assure  more  efficient  delivery  of  needed  health  care. 

C.  Regulatory  Analysis:  Not  required . . . . . 

D.  Need:  To  implement  Sec.  902  (a)  and  (b),  and  904  (a)  and  (b)  of  PX.  98- 
499,  “Omnibus  Recondflation  Act  of  1980". 

E.  Legal  Basis:  Secs.  1158,  1161,  l86l(vMl)(G),  1883,  1902  and  1913  of  tie 
Social  Security  Act  Secs.  902  and  904  of  PX.  96-498 

F.  Chronology:  The  final  rule  with  comment  period  is  currantly  under  review. 
When  the  review  is  completed,  it  wfll  be  submitted  to  9ie  Department  tor 
approval. 

6.  Covered  by  the  Regulatory  FtodbiSly  Act  Yes _ _ _ _ _ _ 

HCFA— Medicaid  Program:  Withhokfirtg  of  Fed-  A.  Description:  This  regulation  would  allow  HCFA  to  withhold  the  Federal  share 
eral  Share  of  Payments  to  Medicaid  Provid-  of  Medicaid  payments  from  providers  and  physiciaiN  in  order  to  recover 

ers  to  Recover  Medicare  Overpayments.  Medicare  ower|teymenls  that  carwwl  be  recovered  through  the  Medteare 

program  either  because  the  provider  is  participating  in  Medicare  at  a  rtiMmum 
level  or  the  physician  no  lon^  accepts  assignment  for  Mednare  dattns. 

6.  Why  Significant  This  regulation  would  improve  financial  management,  efllcf- 
ency  and  accountabffty  for  certain  Medicare  provider  overpayment 

C.  Regulatory  Analysis:  Not  required _ _ _ _ 

O.  Need:  To  implemented  Sec.  90S  ol  P.L  96-499,  “OmnflMs  Reconcflation  Act 
of  1980". 

E.  Le^  Basis:  Sea  1914  of  the  Social  Security  Act _ _ 

F.  Chronology:  The  proposed  rule  is  currently  under  review.  When  the  review  is 
completed,  it  wiN  be  submitted  to  the  Department  for  approval 

G.  Covered  by  the  Regulatory  nexUldy  Act  yes _ 

HCFA— Reportirtg  Financiat  Interest  A.  Descriptiort  This  regulation  would  require  an  entity  to  report  only  Mwidual 

interests  in  mortgages,  deeds  of  trust  notes,  or  other  obligations  if  ttie  Merest 
equals  the  lesser  ol  $25,000  or  S  percent  of  the  value  of  the  total  property 
and  assets. 

B.  Why  SignUicard:  This  regulation  would  impiove  the  financial  management 
efficiency  and  accountability  for  certain  Medfcare  providers. 

C.  Regulatory  Analysis:  Not  required _ _ _ _  ■ 

D.  Need:  To  implement  Sea  912  (a)  snd  (b)  of  PX.  96-499,  “Omnibus 
Reconciliation  Act  of  1980”. 

E.  Legal  Basis:  Secs.  1124<aM3)<AKii)  and  I902(a)<35)  of  ttie  Social  Security  Act 
P.L  95-142  and  P.L  96-499. 

F.  Chronology:  The  final  nile  with  comment  period  is  cunently  under  review. 
When  the  review  is  completed,  9  will  be  submitted  to  the  DepartmerS  for 
approval 

G.  Covered  by  bte  Regulatory  FlextaSy  Act  _ 

HCFA— Medicare/Medicaid  Programs:  Exdu-  A.  Description:  This  regulation  wW  amend  the  cuneni  rule  that  excludes  physi- 

sion  of  Health  Care  Professionels.  clans  and  practHiorters  convicied  of  crimes  from  participation  in  the  Medicare 

and  Medicaid  programs.  This  regulation  wfll  bniaden  9iis  rula  so  tisfl  the 
provisions  would  also  apply  to  other  categories  of  health  professionals,  such 
as  sdminfstrators  of  health  care  institutions. 

B.  Why  Significant  This  regulation  wM  darify  HCFA's  authority  to  bar  certain 
professionals  from  participation  in  the  Medfeare  and  Medteakf  prograitw. 

C.  Regulatory  Analysis:  Not  required _ 

D.  Need:  To  implement  Sea  913  of  P.X  96-499,  “Omnibus  Reconciliation  Act  of 
1980". 

E.  Legal  Basis:  Secs.  1128,  1862(e).  1902(aX39),  and  2003(d)<l)  of  the  Social 
Security  Act;  P.L  95-142  «id  P.L  96-499. 

F.  Chronology:  The  final  rule  with  comment  period  is  currenlly  under  review. 
When  the  review  is  completed.  It  will  be  submitted  to  the  Department  tor 
approval.. 

G.  Covered  by  the  Regulatory  Flexiiiliiy  Act  No . . . 


Paul  Wfliging,  Deputy  Administrator,  Health  Care  Financing 
Admin.,  200  Independerrce  Ave.,  S.W.,  Washktgtoa  DC. 
20201.  (202)  245-6726. 


Bin  Goeller.  ORP,  DISR,  RPB,  Branch  Chief,  Room  1-D-1 
ELR  6401  Security  Blvd.,  Baltimore,  MD  21207,  301- 
597-1802. 


Samuel  Guida.  Director.  DRRRE,  OSPE,  BPO,  Room  1445, 
Meadows  East  Bldg..  6300  Security  Boulevard.  Baltimore. 
MD  21207,  301-594-8500. 


James  F.  Patton,  Director,  DVPS,  OPV,  BQC,  RnL  2-E-6 
EUt,  6401  Security  Blvil.  Baltimore.  MD  21207.  301- 
594-6213. 


James  F.  Patton,  Director,  DVPS,  OPV,  BQC,  Rm  2-E-5 
ELR,  6401  Security  Btvd.,  BaWmore,  MD  21207,  301- 
594-6213. 
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Health  Care  Financing  Admlnlatratlon 


Title 


Description 


Contact 


HCFA— Medicaid  Program  Common  Audit  Re¬ 
quirements  for  Medicare.  Medicaid  and  Ma¬ 
ternal  Child  Health  Providers. 


HCFA— Me<£care/Medlcaid  Program;  Life 

Safety  Code  (Technical  Amendment). 


HCFA— Medicaid/Medicara  Program:  AHema- 
tives  to  DecertiScation  of  Long  Term  Cara 
Facilities 


A.  Descr^tion:  This  regulation  would  require  coordinated  audits  under  the  Dave  Landis,  Director,  DPE,  OSPE,  BPO,  Rm.  1445,  Mead- 

Medicare,  Medicaid,  and  Maternal  and  Child  Health  programs.  These  audits  ows  East  Bldg.,  6300  Security  Blvd.,  Baltimore,  MD 

must  be  coordinated  through  conunon  procedures  with  audits  performed  for  21207,  301-594-B770.  / 

Medicare  program  purposes.  If  a  State  declines  to  participate,  payment  would 

be  reduce  to  an  amount  estimated  to  be  due  the  State  if  it  had  participated  in 
a  common  audit. 

B.  Why  Significant:  This  regulation  would  eliminate  duplicate  audits  of  the  same 
provider  under  Medicare,  Medicaid  and  the  Maternal  and  Child  Health  pro¬ 
grams. 

C.  Regulatory  Analysis:  Not  required . 

D.  Need:  To  implement  Sec.  914  (a),  (b)  and  (c)  of  P.L  96-499,  “Omnibus 
Reconciliation  Act  of  1980". 

E.  Legal  Basis:  Secs.  S0S(a)(l6),  1128,  1129  and  1902(a)(42)  of  the  Social 
Security  Act 

F.  Chrorioiogy:  The  proposed  rule  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

6.  Covered  by  the  Regulatory  FlexXrility  Atd:  No.> . . . 

A.  Description:  This  regulation  will  delete  reference  to  the  1967  and  1973  Mayer  Zimmennan,  Program  Analyst  HSOB,  2nd  Floor, 
editions  of  the  Life  Safety  Code  and  require  participating  health  facilities,  Dogwood  East  Bldg.,  1849  Gwynn  Oak  Ave.,  Ballimore, 
hospitals,  skilled  nursing  facilities  and  intermediate  care  facilities  to  comply  MD  20207,  301-594-3318. 

with  the  edition  of  the  Life  Safety  Code  designated  by  the  Secretary.  A 
“grandfather"  provision  will  be  included  to  permit  facilities  which  are  in 
compliance  with  the  1967  or  1973  editions  to  be  certified  under  these  editions 
so  long  as  they  remain  in  compliance. 

B.  Why  Significant  This  regulation  will  minimize  regulatory  burdens  nn  facilities 
consistent  with  the  protection  of  health  and  safety  of  patients  and  assure 
orderiy  adjustments  to  changing  technology. 

C.  Regulatory  Anaty^  Not  required . 

D.  Need:  To  implernent  Sec.  915  of  P.L  96-499,  “Omnibus  Reconciliation  Act  of 
1980". 

E.  Legal  Basis-  Sec.  1861(D(13)  of  the  Social  Security  Act . . . 

F.  Chronology:  The  final  rule  with  comment  period  is  currently  under  review. 

When  the  review  is  completed.  It  will  be  submitted  to  the  Department  for 
approval. 

G.  Covered  by  the  Regulatory  Pexibility  Act  Uo....- . . . . 

A.  Description:  This  regulation  will  set  forth  provisions  under  Medicare  and  Robert  Javec,  Program  Analyst,  HSOB,  2nd  Roor,  Dog- 
Medicaid  for  alternatives  to  the  decertification  of  long  term  care  facilities  wood  East  Bldg.,  1849  Gwynn  Oak  Ave.,  Baltimore,  MD 
(skilled  nursing  facilities  and  intermediate  care  facilities)  that  are  out  of .  21207,  301-594-3314 

compliance  writh  the  conditions  of  participation.  The  regulation  will  also 
authorize  HCFA  to  “look  behind"  State  agency  surveys  on  covnpllance  where 
the  adequacy  of  the  Stale's  determination  is  questionable. 

8.  Why  Significant:  This  regulation  will  make  penalties  for  non-compliance  more 
reasonable. 

C.  Regulatory  Analysis:  Not  required . . . . . . . 

0.  Need:  To  tmplemenf  Sec.  916  (a),  (b)  and  (c)  of  P.L  96-499,  “Omnibus 
Reconciliation  Act  of  1980". 

E.  Legal  Basis:  Secs.  1866, 1902,  and  1910  of  the  Social  Security  Act . . 

F.  Chronology:  The  final  rule  with  comment  period  is  currently  under  review. 

When  the  review  is  completed,  it  will  be  submitted  to  the  Department  lor 
approval. 

G.  Coveted  by  the  Regulatory  Flexibility  Act:  Yes . 


Significanl  Regulations— New  Initiatives 


Title 


Summary 


Contact 


HCFA— Medicare/Medicaid  Programs:  Clinical 
L^ratory  Reimbursement 


HCFA— Medic»«/MedicM  Programs:  Profes¬ 
sional  Standards  Review  Organizations 
(PSROi  Membership  Requirements:  Advisory 
Groups  to  PSROs;  and  Statevride  Profes¬ 
sional  Starrdards  Review  Council  Advisory 
Group  Membership. 


A.  Description:  This  regulation  will  Nmit  recognition  of  mark-up  of  Oinical  Paul  Riesel,  Branch  Chief,  PPRB,  BPP,  Rm.  1-A-3  ELR, 
Laboratory  Reinibursement  bills  from  a  physician,  for  services  performed  by  an  6401  Security  Blvd.,  Baltimore,  MD  21207,  301-597- 
krdependent  laboratory,  to  the  lesser  (rf  the  reasonable  charge  of  the  labora-  1843. 

tory  or  the  amount  charged  by  the  physician,  plus  a  nominal  handling  fee. 

B.  Why  Significant  This  regulation  will  eliminate  unnecessary  expenditures  for 
independent  laboratory  senrices  ordered  by  a  physidaa 

C.  Regulatory  Analysis  Not  required . . . 

D.  Need:  To  implement  Sec.  918  of  P.L.  96-499,  “Omnibus  Reconciliaton  Act  of 
1980". 

E.  Legal  Basis  Secs.  1833,  1842,  and  1902  of  the  Social  Security  Act  and  Sec. 

918  of  P.L  96-499. 

F.  Chronology:  The  final  rule  with  comment  period  is  currently  under  review. 

Vlfhen  the  review  is  completed,  it  win  be  submitted  to  the  Department  for 
approval. 

Q.  Covered  by  the  Regulatory  FlexIMity  Act  Yes . - . 

A.  Descripfion:  This  regulation  wUI  revise  PSRO  membership  requirements,  delete  Donna  Federman,  Program  Analyst,  HSOB,  1st  Roor,  Dog- 
requirements  for  formal  advisory  groups  to  PSROs  and  revise  requirements  for  wood  East  Bldg.,  1849  Gwynn  Oak  Ave.,  Ballimore,  MO 
membership  to  the  advisory  groups  of  each  Statewide  PSRO  council.  21207,  301-594-4272. 


B.  Why  Significant  This  regulation  vhll  provide  more  effective  PSRO  performance .. 

C.  Regulatory  AnNysIs  Not  required...- . - . 

D.  Need:  To  implement  Secs.  921,  922(a),  923  and  927  of  P.L.  96-499, 
“Omnibus  Reconciliation  Act  of  1960". 

E  Legal  Basis  Secs.  1152, 1155,  and  1162  of  the  Social  Security  AcL- _ _ 

F.  Chronology:  The  final  rule  with  comment  period  is  currently  under  review. 
When  the  review  is  compieted.  It  will  be  submitted  to  the  Department  for 
approval. 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . . . . . „... 
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Significafll  ReguMrttora— New  Inlttativee 


Title 


Summaiy 


Contact 


HCFA— Medicare/Medicaid  Ptogrann;  Profes¬ 
sional  Standards  Review  Organizations 
(PSRO)  Hospital  Review— Routine  Services; 
Preadmission  Review:  Preoperative  Stays. 


HCFA— Medicare  Program;  Home  Health 
Agency  Bonding 


HCFA — Medicate/MecKcaid  Program;  Condi¬ 
tions  of  Participalion  for  Home  Health  Agen¬ 
cies. 


HCFA- Medicare  Program.  Preadmission  tXag- 
rtostic  Tasting.  Same  Hospital. 


HCFA— Medicare  Program;  Preadmission  Diag¬ 
nostic  Testing;  Different  Hospital;  Physician’s 
Office. 


A.  Description:  This  regulafion  would  require  PSROs  that  are  able  to  do  so  to  Sharman  Stephens,  Program  Analyst.  HSQB,  1st  Floor, 

give  priority  to  preadmission  reviews  of  areas  of  relatively  frequent  over-  Dogwood  East  Bldg.,  1849  Gwyrm  Oak  Ave..  Baltimore, 

utilization  to  assure  that  payment  made  under  Medicare  and  Medicaid  are  MO  21207,  301-594-3103. 

medically  appropriate.  TheM  areas  include  routine  tests,  unusually  long  preop¬ 
erative  stays  and  weekend  admesions. 

B.  Why  Significant  This  regulation  would  improve  cost  effectiveness  by  enabling 
PSROs  to  determine  the  appropriate  setting  tor  surgical  procedures. 

C.  Regulatory  Analysis:  Not  required . . . . . . . . . 

0.  Need:  To  implement  Secs.  924  and  926  of  P.L  96-499,  "Omnibus  Reconcili¬ 
ation  Act  of  1980". 

E.  Legal  Basis:  Secs.  1154  and  1155  of  the  Social  Security  Act . - . 

F.  Chronology:  The  proposed  ntle  Is  currently  under  review.  When  the  review  is 
completed,  it  will  to  submitted  to  the  Department  for  ivtprovaL 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . . . . . . 

A  Descripbort  This  regulation  win  set  forth  requirements  including  the  establish-  Bm  Goeller.  Branch  Chief,  RPB,  BPP,  Room  1-0-1  ELR, 
ment  cA  bonding  or  escrow  accourtts)  that  home  health  agencies  must  meet  in  6401  Security  Bfvd..  Baltimore,  MO  21207,  301-597- 
order  to  minimize  financial  risk.  1802. 

B.  Why  Significant  This  regulation  w9l  assure  that  home  health  agencies  are 
financially  viable  erKSugh  to  participate  in  the  program. 

C.  Regulatory  Analysis:  Not  required . - . . 

O.  Need:  To  implement  Sec.  930(n)  of  P.L  96-499.  "Omnibus  Recondiiation  Act 

of  1980". 

E.  Legal  Basis:  Sec.  1861  of  the  Social  Security  Act  and  Sec.  930  ol  P.L  96-499.. 

F.  Chronology:  The  final  rule  with  comment  period  is  currently  under  review. 

When  the  review  is  completed.  It  win  to  submitted  to  the  Department  lor 
approval. 

G.  Covered  by  the  Regulatory  Flexibility  Act  Yes . . 

A'  Descriptioa-  This  regulation  would  eliminate  the  present  requirement  that  Stefan  Miller,  Program  Analyst,  HSQB,  2nd  Flooi.  Dogwood 
proprietary  home  health  agencies  can  participate  in  Medicare  only  in  those  East  Bktg.,  1849  Gwynn  Oak  Avenue.  Batt-more.  MO 
States  th^  license  home  health  agencies  and  set  forth  requirements  for  a  20207, 301-594-9741. 
formal  training  program  for  home  health  aides. 

B.  Why  Significant  This  regulation  would  provide  equity  between  proprietary  and 
non-profit  agencies  aiKf  improve  program  administration. 

C.  Regulaiory  Analysis:  Not  required . . . . - - - 

D.  Need:  To  implement  Sec.  930<n)<2)  of  P.L  96-499,  "Omnkxis  Reconciliation 
Act  of  1980". 

E.  Legal  Basis:  Sec.  1861(o)  of  the  Social  Security  Act . . . - . . . 

F.  Chronology:  The  final  rule  with  comment  period  is  currently  under  review. 

When  the  review  Is  completed,  it  wilt  to  submitted  to  the  Department  lor 
approval. 

G.  Covered  by  the  Regulatory  Flexibility  Act  Yes . . 

A  Descriptiotc  This  regulation  win  provide  full  coverage  under  Medicare  for  Henry  Hehir,  Director,  DMSCP,  BPP,  Room  489  EHR,  640t 
diagnostic  services  provided  in  a  hospitars  outpatient  department  which  the  Security  Blvd..  Bathmore,  k/O  21207,  301-594-8561 
beneficiary  then  enters  as  an  inpatienL 

B.  Why  Significant  This  regulation  would  provide  incentives  for  deRverirtg 
services  in  low»  cost  settings. 

C.  Regulatory  Analysis:  Not  rertuired . . . . . . 

0.  Need:  To  implernent  Sec.  932  of  PL.  96-499.  "Omnibus  Reconckiation  Act  of 

t980”. 

E.  Legal  Basis-  Sec.  1833  of  the  Social  Security  Act  and  Sec.  932  of  PX.  96-499- 

F.  Chronology:  The  final  rule  with  comment  period  is  currently  under  review. 

When  the  review  is  completed,  it  win  to  submitted  to  the  Department  for 
approval. 

G.  Covered  by  the  Regulaiory  FtexibSity  Act  No.._ . . 

A.  Descriptioa-  This  regulation  would  cover  diagnostic  testing  in  the  outpatient  Henry  Hehir,  Director,  DMSCP,  BPP.  Room  489  EHR,  6401 
departrnent  of  another  hospital  or  in  a  physician's  office  within  7  days  prior  to  Security  Blvd.,  BaHimore,  MO  21207,  301-594-8561. 
the  patient’s  admission  as  an  outpatient. 

B.  Signmcartt  This  regulation  vroukt  provide  incentives  for  delivefing 
services  in  lower  cost  settings- 

C.  Regulatory  Analysis-  Not  required . . . . . . . 

O.  Need:  To  Implernent  Sec.  932  of  Pub.  L  96-499.  "Omrtaxts  Reconciliation  Act 

of  1980". 

E.  Legal  Basis-  Sec.  1633  of  the  Social  Secunty  Act  and  Sec.  932  of  Pub.  L  96- 
499. 


F.  Chronology:  The  proposed  rule  is  currently  under  review.  When  the  review  is 
completed,  it  win  to  submitted  to  the  Department  lor  approval. 

G.  Covered  by  the  Regulatory  Flexixlity  Act  No . - . 

HCFA— Medicate  Program:  Outpalient  Surgery-.  A  Descrplioa  This  regulalion  win  provide  for  100  percent  reimbursement  for  Robert  Stieimer,  Chief,  OARS,  BPP.  Room  1-A-1  EHR, 

surgical  services  performed  in  free-standing  ambulatory  surgical  centers  and  In  6401  Security  Blvd.,  Baltimore,  MO  21207.  301-597- 
physiclans’  offices  subject  to  certain  restrictions.  It  will  also  set  forth  health  1337. 
and  safety  standards  for  ambulatory  surgicsl  centers  participating  in  the 
Medicare  prognun. 

6.  Why  Significant  This  regulation  would  provide  incentives  for  delivering 
services  in  lower  cost  settings. 

C.  Regulatory  Analysis-  Not  required . . . . . . . 

D.  Need:  To  implement  Secs.  934  (a)  and  (b)  of  Pub.  L  96-499,  "Omnibus 
Reconciliation  Act  of  1960". 

E.  Legal  Basis  Secs.  1832,  1833.  1863  and  1864  of  the  Social  Security  Act  and 
Sec.  934  of  Pub.  L96-499. 

F.  Chronology:  The  final  rule  with  comment  period  is  currently  under  review. 

.  .  When  the  review  is  completed,  it  wM  be  submitted  to  the  Deparlmertt  for 

approval 

G.  Covered  by  the  Regulatory  FtexitiNy  Act  Yes . - . - . . 

HDFA— Medicare/Medicaid  Program:  Outpa-  A  Description:  This  regulation  would  set  forth  a  reimbursement  methodology  for  Robert  Strekner,  Chief,  DARS,  BPP,  Room  1-A-1  ELR, 
tient  Surgery  (Physician’s  Office).  deterrrrining  overhead  amounts,  and  all-inclusive  rates  per  procedures  in  each  6401  Security  Btvrl,  Baltimore,  MO  21207,  301-597- 

outpatient  surgery  setting.  ^  1337. 

B.  Why  SigrtXcant  This  regulation  would  provide  moentives  for  delivering 
servicea  in  lower  cost  settings.. 

C.  f^gulalory  Ana^sis  Not  required . . . 
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Significant  Regulationa— Naw  Initiatives 

Title  Summary  Contact 


D.  Need:  To  implement  Sec.  934<b)  ol  Pub.  L.  96-499,  “Omnibus  Reconciliation 

Act  of  1980". 

E.  Leg^  Basis:  Secs.  1832.  1833,  1863  and  1864  of  the  Social  Security  Act  and 
Sec.  934  of  Pub.  L  96-499. 

F.  Chronology:  The  proposed  rule  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval 

G.  Covered  by  the  Regulatory  Flexibility  Act  Yes . 

A.  Description  This  regulation  would  amend  existing  relations  on  PSRO 
hospital  review  and  PSRO  assumption  of  review  responsibilities  for  inpatient 
ancillary  services,  inpatient  physician  services,  and  quality  review.  This  regula¬ 
tion  would  also  provide  for  PSRO  review  of  selected  surgical  procedures 
performed  in  physicians’  offices. 

B.  Why  Sigixficant:  This  regulation  would  reduce  unnecessary  costs  — - ..... 

C.  Rotatory  Analysis:  Not  required . . . . - . 

D.  Need:  To  implement  Sec.  934(a)  of  Pub.  L  96-499,  “Omnibus  Reconciliation 
Act  of  1980”. 

E.  Legal  Basis:  Secs.  1832  and  1833  of  the  Social  Security  Act . . 

F.  Chronology:  The  proposed  rule  is  ourrently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . 

A.  Description  This  regulation  would  provide  coverage  for  previously  urxxivered 
services  furnished  by  optometrists  related  to  the  condition  of  aphakia  (absence 
of  the  natural  lens  of  the  eye). 

B.  Why  Signiticant  This  regulation  would  exterxl  coverage  to  a  previously 
unrxivered  service. 

C.  Regulatory  Analysis:  Not  required . 

D.  Need  To  implemeni  Sec.  937  of  Pub.  L.  96-499,  “Omnibus  Reconciliation  Act 
of  i9e(r’. 

E.  Legal  Basis:  Sec.  1861(i)4  of  the  Social  Security  Act  and  Sec.  937  of  Pub.  L. 
96-499. 

F.  Chronology:  The  proposed  rule  is  currently  under  review.  When  the  review  is 
completed,  it  wiK  be  submitted  to  the  Department  for  approval. 

G.  Covered  by  the  Regulatory  Flexibility  Act  Yes . 

HCFA— Medicare  Program;  Payment  Service  A.  Description  This  regulation  wHI  provide  that  the  determination  of  Medicare 

Dale  reasonable  charges  fer  physician  services  be  based  on  the  date  the  medical 

service  was  furnished  rather  than  the  date  (xi  which  the  claim  was  prrxiessed. 

B.  Why  Significant  This  regulation  will  acQust  payment  levels  to  those  in  effect 
when  services  were  furnished. 

C.  Regulatory  Analysis:  Not  required.. . 

0.  Need:  To  implement  Sec.  946  of  Pub.  L  96-499,  “Onnibus  Reconciliation  Act 

ol  1980". 

E.  Legal  Basis:  Sec.  1842  of  the  Social  Security  Act  and  Sec.  946  of  Pub.  L  96- 
499. 

F.  Chronology:  The  proposed  rule  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . 

HCFA— Medicare/Medicaid  Program:  Reim-  A.  Description:  This  regulation  would  permit  reasonable  charge  reimbursement  to 

bursement  of  Physician's  Services  in  Teach-  physicians  in  teaching  hospitals  under  certain  circumstances,  and  would  allow 
mg  Hospitals.  cost  reimbursement  to  hos|>itals  where  aU  physicians  elect  it  It  would  also 

provide  for  computation  ol  reasonable  charges  for  purposes  of  Medicare 
reimbursement. 

B.  Why  Significant  This  regulation  would  clahfy  and  refine  physician  charge 
reimbursement  policies. 

C.  Regulatory  Analysis:  Not  required . 

D.  Need  To  implement  Sec.  948  of  P.L  96-499.  “Omnibus  Reconciliation  Act  of 
1980". 

E.  Legal  Basis:  Secs.  1832,  1842,  and  1861  of  the  Social  Security  Act  and  Sea 
948  of  P.L  96-499. 

F.  Chronology:  The  final  rule  with  comment  period  is  currendy  under  review. 
When  the  review  is  completed,  it  will  be  submitted  to  the  Department  lor 
approval 

G.  Covered  by  the  Regutatory  Flexibility  Act  Yes. . 

HCFA— MedK^re/Medicaid  Program:  0>ndi-  A.  Description:  This  regulation  will  provide  for  flexibility  in  the  application  of 

dons  ol  Participation  for  Hospitals— Revised  health  and  safety  requirements  to  small  and  rural  hospitals  under  50  beds  and 

Conditions  lor  Participation.  for  midwives  to  provide  medical  services  in  hospitals. 

B.  Why  Significant:  This  regulation  win  eliminate  unnecessary  procedural  require¬ 
ments  lor  complying  with  conditions  and  reduce  burden  on  small  providers. 

C.  Regulatory  Analysis:  Not  required.. . 

D.  Need  To  implement  Secs.  949  arxf  965  of  P.L  96-499,  “Omnibus  Reconcili¬ 
ation  Act  of  1980”. 

E.  Legal  Basis:  Secs.  1102,  1861(6),  (0.  and  (g),  1864,  and  1891  of  the  Social 
Security  Act  (42  U.S.C.  1302, 1385  et  seq.);  Sec.  102  of  P.L  94-182. 

F.  Chronology:  The  final  is  currently  under  review.  When  the  review  is  complet¬ 
ed,  it  will  be  submitted  to  the  Department  lor  approval. 

G.  Covered  by  the  Regulatory  Flexbilily  Act:  No . 

HCFA— Medicare/Medicaid  Program:  Hospital  A.  Description:  This  regulation  will  provide  for  the  treatment  of  podiatrists  as 

Utilization  Review.  physicians  under  certain  circumstances  for  purposes  of  utilization. 

B.  Why  Significant  This  regulation  wHI  permit  enforcement  of  hospital  utilization 
review  requirements  designed  to  reduM  medicaMy  unnecessary  care. 

C.  Regulatory  Analysis:  HoX  teo/Meri . 

D.  Need  To  implement  Sec.  951  of  P.L  96-499,  “Omnibus  ReconcHiation  Act  of 
1980'. 

E.  Legal  Basis:  Secs.  1B61(k),  1861(rM3).  1902(a)(30).  1903(gK1)(c),  and 
1903(i)(4)  of  the  Social  Security  Act 

F.  Chronology:  The  final  ie  current  under  review.  When  the  review  is  completed, 
it  wHI  be  submitted  to  the  Department  for  approval. 

G.  Covered  by  the  Regulatory  FlexSxlify  Act  No . 


HCFA— Medicare/Medicaid  Program:  Profes¬ 
sional  Standards  Review  Organizations 
^SRO)  Hospital  Review— Outpatient  Sur¬ 
gery 


HCFA— Medicare  Program:  Optometrists’  Serv¬ 
ices 


Sharman  Steiihens,  Program  Analyst  HSQ8,  1st  Floor. 
Dogwood  East  Bldg.,  1849  Gwynn  Oak  Ave.,  Baltimore, 
MD  21207,  301-594-3101 


Henry  Hehir,  Director,  DMSCP,  BPP,  Room  489  EHR,  6401 
Security  Blvd..  Baltimore.  MD  21207.  301-594-8561. 


Paul  Riesel,  Branch  Chief.  PPR8,  BPP.  Room  1-A-1  ELR, 
6401  Security  Blvd..  Baltimore,  MD  21207,  301-597- 
1843, 


BUI  Birnie,  Chief,  PPRS.  PPRB,  BPP.  Room  1-E-5  ELR. 
6401  Security  Blvd..  Baltimore.  MD  21207.  301-594- 
5431. 


Susan  Anderson,  Standards  and  Certification  Analyst, 
HSQB,  2nd  Floor,  Dogwood  East  Bldg..  1849  Gwynn 
Oak  Ave.,  Baltimore,  MD  21207,  301-594-9714. 


Beverly  Christian,  Program  Analyst.  HSQB  2nd  Floor,  Dog¬ 
wood  East  Bldg.,  1849  Gywnn  Oak  Ave.,  Baltimore,  MO 
21207,  301-594-3980. 
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Significant  Ragulationa— New  Initiatives 

Title  Summary  Contact 

# 

HCFA— Medicare  Program:  Access  to  Books  A.  Description:  This  regulation  would  prohibit  Medicare  reimbursement  to  provid-  James  F.  Patton,  Orector,  DVPS,  OPV,  BQC,  Rm.  2-E-S 
and  Records  to  Subcr^ntractors.  ers  for  services  furnished  under  contracts  (whose  cost  or  value  over  12  ELR.  6401  Security  BM.,  Baltimore.  MD  21207,  301- 

months  is  $10,000  or  more)  to  subcontractors  unless  the  Secretary  has  access  594-8213. 
to  books  and  records  necessary  to  verify  costs. 

6.  Why  Sgnmeant:  This  regulation  would  strengthen  HCFA’s  capacity  to  effec¬ 
tively  preclude  or  detect  fraud  and  abuse  arxf  ccxrform  Medicare  pracitice  to 
that  of  other  Federal  agencies  which  buy  services. 

C.  Regulatory  Analysis:  Not  required . . 

D.  Need:  To  implement  Sec.  652  of  P.L  96-499.  "Omnibus  ReconciHation  Act  of 
1980". 

E.  Legal  Basis:  Sec.  1861(v)(1)(l)  of  the  Social  Security  Act;  P.L.  96-499 _ _ 

F.  Chronology:  The  proposed  rule  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  serbrnitted  to  the  Department  tor  approval. 

G.  Covered  by  the  Regulatory  Flexibility  Act  Yes . . 

HCFA— Medicare  Program:  Provider  Reim-  A.  Descr^tkm:  This  regulation  will  rec|uire  the  PRRB  to  determine  within  30  days  Stanley  Katz,  Chief.  DTPL,  BPP.  2nd  Floor,  Dogwood  West 
bursemeni  Review  Board  (PRRB):  Expedited  whether  it  has  jurisdiction  over  an  issue  brought  before  it  by  a  provider  and  Bldg..  1848  Gwynn  Oak  Ave.,  BaltimOT.  MO  21207, 

Judicial.  authorize  judicial  reviews  without  further  administrative  review  where  the  Board  301-594-9595 

'  decides  it  lacks  jurisdiction. 

B.  Why  Significartt  This  regulation  win  expedite  the  administrative  appeals 
process. 

C.  Regulatory  Analysis:  Not  required . . 

0.  Need:  To  implernent  Sec.  955  of  P.L.  96-499,  "Omnibus  Reconciliation  Act  of 

1980". 

E.  Legal  Basis:  Sec.  1878  of  the  Social  Security  Act  and  Sec.  955  of  P.L  96- 
499. 

F.  Chronology:  The  firtal  rule  with  comment  period  is  currently  under  review. 

When  the  review  is  completed,  it  will  be  submitted  to  the  (Jepartment  for 
ariprovaL 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . . . . 

HCFA— Medicare  Program:  Beneficiary  Not  at  A.  Description:  This  regulation  would  require  that  payment  be  made  for  mpatieni  Stanley  Katz,  Oiief,  DTPL  BPP,  2nd  Floor,  Dogwood  West 
Fault.  services  under  Part  A  where  a  berteficiary  requiring  a  higher  level  of  care  is  Bldg.,  1848  Gwynn  oirti  Ave.,  Baltim^.  MO  21207, 

erroneously  placed  in  a  distinct  part  of  an  institution  that  provides  a  lower  level  301-594-9595. 
of  care. 

B.  Why  Significant  This  regulatioo  would  reimburse  at  the  appropriate  level  when 
a  beneficiary  received  covered  care  but  was  in  an  erroneous  placement 
through  no  fault  of  his  own.. 

C.  Regulatory  Analysis:  Not  required . . 

D.  Need-  To  implement  Sec.  956  of  P.L.  96-499,  “Omnibus  Reconciliation  Act  of 
1980". 

E.  Legal  Basis:  Sec.  1879  of  the  Social  Security  Act  and  See.  956  of  P.L.  96- 
499. 

F.  Chronology:  The  proposed  rule  is  currently  under  review.  When  the  review  is 
completed.  It  win  be  submitted  to  the  Department  for  approval. 

G.  Covered  by  the  Regulatory  Ftextxfity  Act  No . . . 

HCFA— Medicare/Medicaid  Program:  Technicat  A.  Deserpfiort  This  regulation  win  authorize  HCFA  to  enter  into  agreements  with  Joe  Jackson,  Program  AnalysL  OSP,  1st  Floor,  Dogwood 
ESRD  Amervlments  (Technical  Amendment).  approv^  nonprofit  entities  to  provide  dialysis  equipment  to  irtdividuals  who  West  Btdg.,  1846  Chvynn  Oak  Ave..  Baltimore.  MO 

dialyze  at  home.  21207,  301-597-3151. 

B.  Why  Significant  This  regulation  ' win  provide  equipment  economicany  and 
efficiently. 

C.  Regulatory  Analysis:  Not  required . . 

0.  Need:  To  implement  Sec.  957  of  Pub.  L  96-499.  "OmnSMis  Reconciliation  Act 

of  1980". 

E.  Legal  Basis:  Sec.  1881(e)  of  the  Social  Security  Act . . 

F.  Chrortology:  The  final  rule  with  comment  period  is  currently  under  review. 

When  the  review  is  completed,  it  will  be  submitted  to  the  Department  for 
approval. 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . . 

HCFA— Medica'd  Program:  Disputed  Medicaid  A.  Description-  This  regulation  would  set  forth  the  requirement  for  inteiest  David  McNally,  Director,  DFO,  OPA,  BPO,  Rm.  350.  Mcad- 
Oaims;  Interest  Charge  on  Final  (Tetermina-  payments  on  disputed  Medicaid  funds  after  a  final  determination  of  allowability.  ows  East  Bldg.,  6300  Security  Bfvd..  Battimote,  MO 
tioa  21207, 301-597-1397. 

B.  Wiy  Significant  This  regulation  would  establish  the  payment  of  interest  as  an 
equitable  solution  to  the  use  of  funds  pending  a  final  determination  of 
allowability.  It  would  also  expeoite  the  processing  of  State  appeals  from 
notices  of  disallowances. 

C.  Regulatory  Analysis:  Not  required . 

0.  Need:  To  Implement  Sec.  961  of  Pub.  L.  96-499,  ‘XDmnixis  Reconciliation  Ac* 

of  1980". 

E.  Legal  Basis:  Sec.  1903(d)  of  the  Social  Security  Act . 

'  F.  Chronology:  The  proposed  rule  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

G.  Covered  by  the  Regulatory  FlexSxIity  Act  No . . 

HCFA— Medicaid  Program:  Skilled  Nursing  A.  Description  This  regulation  would  reoulre  States  to  reimburse  SNFs  and  ICFs  Alan  S|>ielman,  Acting  Chief,  SIS,  SPB.  BPP,  Room  l-A-l 
FacHities/Intermedrate  Care  Facilities  (SNFs/  at  rates  that  are  reasonable  and  adequate  to  meet  the  costs  incurred  by  ELR.  6401  Security  Bfvd.,  Baltimore.  MO  21207,  30i- 

ICFs) — Medicaid  ReimbursemenL  facilities  in  order  to  provide  care.  This  regulation  would  implement  certain  597-1804. 

provisions  of  the  "Otnnibus  Reconciliation  Act  of  1980"  affecting  repeal  of 
Sec.  249  of  Pub.  L  92-603  that  required  most  States  to  pay  SNFs  and  ICFs 
on  a  reasonable  cost-related  basis. 

B.  Why  Significant  This  regulation  would  provide  States  with  more  flexibility  in 
developirig  methodologies  to  reimbutse  nursing  homes. 

C.  Regulatory  Analysis:  Not  required . . . . . . 

D.  Neert  To  Implement  Sec.  9^  of  Pub.  L  96-499,  “Omnibus  Recortciliation  Act 
of  1980". 

E.  Legal  Basis:  Sec.  1902(a)(13)(E)  of  the  Social  Security  Act  and  Sec.  962  of 
Pub.  L  96-499. 

F.  Chronology:  The  proposed  rule  is  currently  under  review.  When  the  review  is 

I  completed,  it  win  be  submitted  to  the  Department  for  approval. 

I  G.  Covered  by  the  Regulatory  Flexibility  Act  . - 
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significant  RegulaHont — N«w  Initiatives 


Title 


Summary 


Contact 


HCTA— Medicare/Medicaid  Program:  Nurse- 
Midwile  Services. 


HCFA— Medicare  Program;  Conditiona  of  Par¬ 
ticipation  for  Hospitals;  Conditions  for  Cover¬ 
age  of  Services  of  Independent  Latx>rato- 
ries;  Immunohematological  Testing,  Transfu¬ 
sion  Services  and  Bloodbanking. 


HCFA— Medicaid  Program;  Expanded  Phase 
Out  Provisions  of  Intermediate  Care  Facili¬ 
ties  for  the  Mentally  Retarded  (ICF/MR); 
Correcton  Plans. 


HCFA— Medicare  Program;  Determination  of 
Payment  Amount  for  Services  Furnished  by 
Indeperxlent  Rural  Health  Clinics. 


HCFA— Transfer  Of  Assets _ _ _ _ 


HCFA— Conditions  of  Coverage  of  Suppliers 
End  Stage  Renal  Disease  (ESRD). 


A.  Description:  This  regulation  wilt  specify  Federal  requirements  under  Medicaid  Marinos  Svalos,  Deputy  Director.  DMSCP,  BPP,  Room  489 
(title  XIX  of  Vie  Social  Security  Act)  for  the  provision  of  nurse-midwife  sennces.  EHR,  6401  Security  Blvd..  Baltimore.  MO  21207,  301- 

This  regulation  will  define  nurse-niidwife  services  ani  specify  how  States  are  594-6719. 

to  provide  for  these  services 

8.  Why  Signfficar)!:  Revised  requirements  win  improve  access  to  a  cost-effective 
source  of  maternity  care. 

C.  Regulatory  Analysis:  Not  required.— _ — _ - 

0.  Need  To  implement  Sec.  965  of  PiA).  L  96-499,  “Omnixis  Reconciliation  Act 
of  1980”. 

E.  Legal  Basis:  Sec.  1905  of  the  Social  Security  Act  and  Sec.  965  of  Pub.  L  96- 
499. 

F.  Chronology:  The  final  rule  with  comment  period  is  currently  under  review. 

When  the  review  is  completed,  it  wH  be  submitted  to  the  Department  for 
approval. 

Q.  Covered  by  the  Regulatory  Flexibility  Act  No . . . . . - . — . 

A.  DescriptiorK  This  regulation  clarifies  standards  and  responsibilities  governing  Stanley  Edinger,  Ph.D,  Program  Analyst.  2nd  Floor,  Dog- 
the  survey  and  certification  of  laboratory  transfusion  and  bloodbanking  services.  wood  East  Bldg.,  1849  Qwynn  Oak  Ave.,  Baltimore,  MD 

21207,  301-594-7931 


B.  Why  Significant  This  regulation  will  reduce  unnecessary  Departmental  and 
Industry  expenditures  caused  by  duplicate  HCFA  and  FDA  surveys  and  provide 
uniformity  in  standards  for  transfusion  and  bkxxXianking  requirements. 

C.  Regulatory  Analysis:  Not  required  . . . . 

0.  Need:  To  implement  a  memorandum  of  understanding  between  HCFA  and 

FDA  published  by  the  Deparfmem  on  March  25,  1960. 

E.  Legal  Basis:  Secs.  1102,  1861(e)(9),  1861(s)(11),  and  1871  of  the  Social 
Security  Act  (42  U.S.C.  1302,  139S(eK9),  139Sx(s)(11),  and  1395hh). 

F.  Chrotiotogy:  Memorandum  of  lMderat(Hiding  was  published  March  25,  1980 
(45  FR  19316).  A  Notice  of  Decision  to  Develop  Regulations  was  published 
December  19,  1980  (45  FR  83579).  The  proposed  rule  has  been  waived.  The 
final  regulation  is  currently  under  review.  When  the  review  is  completed.  A  will 
be  forwarded  to  the  DepartmerX  for  approval. 

Q.  Covered  by  the  Regulatory  Flexibfiily  Act  No . . . . . . 

A.  DescriptiorK  This  regulation  would  allow  Stales  to  negotiate  new  corrective  Wayne  Smith.  Program  Analyst.  HS08,  2nd  Floor,  Dog- 
action  plans  for  publidy-owned  ICFs/MR  that  do  not  comply  with  current  wood  East  Bldg.,  1849  Gwynn  Oak  Ave.,  Baltimore,  MD 
standards.  The  regulation  would  permit  States  to  negotiate  extended  plans  to  20207,  301-594-7851. 
phase  out  beds  but  require  compliance  by  July  1982  with  standards  for  beds 
not  scheduled  for  phase  out 

8.  Why  Significant  This  regulation  would  allow  States  more  flexibility  in  securing 
the  most  appropriate  living  arrangements  tor  ICF/MR  residents. 

C.  Regulatory  Analysis:  Not  required . . 

0.  Need:  To  provide  incentives  for  deinstitutionalization  of  residents  in  ICFs/MR 
and  ensure  that  the  healtti  and  safety  of  residents  remaining  in  ICFs/MR  is 
protected. 

E.  Legal  Basis-  Secs.  1 102,  t905(c)  and  (d)  of  the  Social  Security  Act  (42  U.S.C. 

1302, 1396d(c)  and  d(d)). 

F.  Chronology:  The  proposed  rule  is  currently  utKfer  review.  When  the  review  is 
completed,  it  wilt  be  submitted  to  the  Department  for  approval. 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . 

A.  Descriptiofc  This  regulation  revises  payment  procedures  with  respect  to  Bernadette  Schumaker,  Chiel.  ARSB,  BPP,  Room  1-C-1 

situationsjn  which  a  beneficiaiy  has  not  met  the  Medicare  Part  B  deductible.  EUR,  640t  Security  Blvd.,  Baltimore,  MD  21207,  301- 

This  regulation  also  clarifiea  the  relabor^ship  between  the  amount  paid  to  a  597-1048 

clinic  on  an  interim  basis  and  the  total  amount  due  the  clinic  at  final  cost 
settlement. 

B.  Why  Significant:  This  regulation  would  resolve  confusion  causes  by  inaccura¬ 
cies  in  current  rules.  Final  cost  settlements  that  have  been  postponed  pending 
resolution  of  the  issue  of  interim  payments  could  be  settled  orvie  that  issue  is 
resolved, 

C.  Regulatory  Analysis:  Not  required . . . . . 

0.  Need:  To  correct  and  derify  regulations  implementing  P.L  95-210,  the  Rural 

Health  Clinic  Services  Act  of  1977. 

E.  Legal  Basis:  Secs.  1 102,  1833,  1861(aa),  and  1871  of  the  Social  Security  Act.... 

F.  Chronology:  The  final  rule  is  currently  under  review  in  the  Department . 

G.  Covered  by  die  Regutatory  Flexfirility  Act  Yes _ _ _ _ _ _ 

A.  Description:  This  regulation  win  impose  a  new  eligibility  requirement  on  aged.  Richard  Cody.  Director,  DMEP,  BPP.  Room  440  EHR.  6401 
blind,  and  disabled  applicants  for  Medicaid.  It  will  allow  States  to  deny  Security  Blvd.,  Baltimore.  MD  21207,  301-594-9050. 
Medicaid  to  individuals  who  dispose  of  assets  frx  less  than  fair  market  value. 

B.  Why  Significant  This  regulation  win  assure  that  available  irxxime  and  assets 
are  applied  to  medical  needs  before  Medicaid  is  granted. 

C.  Regulatory  Analysis:  Not  required . . . . . 

D.  Need:  To  implement  Sec.  5  of  P.L.  96-611 . . . . . . 

E.  Legal  Basis:  Sec.  1613  of  the  Social  Security  /tct  (42  U.S.C.  13820)  and  Sec. 

5  of  P.L  96-61 1. 

F.  Chronology  The  proposed  rule  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Departnoent  for  approval 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . 

A.  Description:  This  regulation  revises  the  conditions  which  ESRD  facilities  must  Bob  Moore.  Program  Analyst.  HSQ3,  2nd  Floor.  Dogwood 

meet  to  be  approved  as  suppliers  of  end-stage  renal  disease  services.  East  Bldg,,  1849  Gwynn  Oak  Ave.,  Baltimore,  MD  21207, 

301-594-973& 

B.  Why  Significant  This  regulation  will  recognize  recent  developments  in  medical 
practices 

C.  Regulatory  Analysis:  Not  required . . . 

0.  Need:  ChKify  and  expand  the  types  of  dialysis  service  facilities  that  win  be 

approved  to  furnish  and  facilitate  program  adrninistration. 

E.  Legal  Basis-  Secs.  226A.  1102.  1871,  1881  of  the  Social  Security  Act  (42 
U.S.C.  426-1,  1302,  1395hh,  1395rr). 

F.  Chronology:  The  proposed  rule  was  published  on  January  15,  1981  (46  FR 
3794).  The  comment  period  closed  on  March  16.  1981. 

G.  Covered  by  the  Regulatory  Flexfiyfitty  Act  Yes . . . 
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SlgnHtcanl  Regulatjon*— New  Initiative* 


Title 


Summary 


Contact 


HCFA— Certification  of  Long  Term  Care  Facili- 
ties  with  Repeal  Deficiencies. 


HCFA— Medicare  Program:  Recordkeeping  and 
Cost  Reporting  Requirements  for  Dialysis 
and  Training. 


HCFA— Medicare  Program:  Methodology  and 
Rates  for  Reimtxirsing  End  Stage  Renal 
Disease  Facilities. 


A.  Description:  This  regulation  eliminates  the  provision  that  prohibits  the  renewal  Terrence  Skeity,  Program  Analyst  HSQB,  2nd  Floor.  Dog- 
of  long  term  cars  provider  agreemems  H  the  same  deficiency,  regardless  of  wood  East  Bldg..  1849  Gwynn  Oak  Ave..  Baltimore.  MD 
how  mirw.  appears  in  successive  certification  surveys.  21207,  301-594-7942 

6.  kVhy  Significant  This  regulation  will  improve  program  administration  as  long  as 
there  is  no  jeopardy  or  adverse  affect  to  the  health  and  safety  of  patients. 

C.  Regulalory  Analysis:  No!  required . . . . . . . . 

D.  Need:  To  make  the  rules  for  skilled  nursing  facilities  and  intermediale  care 
facilities  consistent  with  the  rules  govenvng  other  providers  and  reduce  burden. 

E.  Legal  Basis-  Secs.  1102.  1814.  1861,  1865.  1866.  and  1910  of  the  Social 
Security  Act  (42  U.SC  1302.  13951.  ISOSx.  1395bb.  1395cc,  1395hh  and 
1396i). 

F.  Chronology:  The  proposed  rule  was  published  on  March  18,  1980  (45  FR 
16505).  The  comment  period  closed  on  May  13,  1980.  The  final  rule  is 
currently  under  review.  When  Ihe  review  is  completed,  it  will  be  submitted  to 

the  Department  lor  approval  ' 

Q.  Covered  by  die  Regubtaory  Fleidbiligr  Act  No . . . . . . 

A.  Description:  This  regulation  sets  forth  recorcHteeping  and  cost  reporting  Bernadette  Schuma.ker.  Chiel.  ARS8,  BPP,  Room  1-C-1 
requirements  tor  renal  dialysis  facilities  furnishing  maintenance  renal  dialysis  ELR,  6401  Security  Blvd..  Baltimore.  MD  21207.  301- 
and  self-care  dialysis  training.  These  requirements  apply  to  all  ESRO  services  597-1048 

furnished  in  or  under  the  supervision  of  Medicare-certified  dialysis  facilities, 
whether  hospital-based  or  independenL 

B.  Why  Significant  This  regulation  implements  portions  Of  the  ESRD  Program 
Amendments  of  1978  (P.L  95-292)  that  require  us  to  preschbe  in  regulations, 
methods  and  procedures  to  determine  costs  incurred  by  renal  dialysis  facilities 
in  furnishing  ESRD  services. 

C.  Regulalory  Analysis:  Not  required . . . - . 

D.  Need;  To  impfement  certain  provisions  of  the  ESRO  Program  Amendments  of 
1978  (P.L.  95-292). 

E.  Legal  Basis:  Secs.  18S1(b)(ll)<B)0)  Of  Socicd  Security  Act;  P.L  95-292 _ 

F.  Chronology:  The  proposed  rule  was  pubfished  on  September  26.  1980  (45  FR 
64008)  as  Incentive  Reimbursemeid  lor  OutpaSent  Dialysis  and  Self-Care 
Dialysis  Training  (HCFA-31).  The  comment  period  closed  on  November  25. 

1980.  « 

Q.  Covered  by  the  Regulatory  Flexibility  Act  No . - . . 

A.  Description:  This  notice  would  set  forth  a  proposed  methodology  and  rates  for  Bernadette  Schumaker.  Chief.  Aller.  Rekn.  Systems 
reimbursing  ESRD  facilities  for  furnishing  outpatient  dialysis  services.  Branch.  Rm.  1-C-1  ELR.  6401  Security  Blvd .  Baltimore. 

MD  21207,  301-597-1048 

6.  Why  Significant  This  regulation  implements  portions  of  the  ESRD  Program 
Amendments  of  1978  (PL  95-292)  to  develop  and  establish  a  method  ot 
incentive  reimbursement  for  renal  dialysis  facilities  furnishing  outpatient  or 
home  dialysis  ESRD  services. 

C.  Regulatory  Analysis  Yes.  being  corKlucled . . . . 

D.  Need:  To  implement  certain  provisions  oi  the  ESRD  Program  Amendments  of 
1978  (P.L  95-292). 

E.  Legal  Basis  Secs.  1881(bKn)(B)(iO  of  the  Social  Security  Act,  P.L.  95-292 _ 

F.  Chronology:  The  proposed  rule  was  published  on  September  26.  1980  (45  FR 
64008).  The  comment  period  closed  November  25,  1960. 

G.  Covered  by  die  Regulatory  Flexibility  Act  Yes _ _ _ _ _ _ 


Office  of  Human  Development  Services,  HHS 


Title  Summary 


Contact 


HDS-6 — Native  American  Program:  General 
Rules 


HDS-23— Work  Incentive  Program:  Amend¬ 
ments  to  Implement  Statutory  Changes. 


HOS-24— Work  Incentive  Program;  Period 
within  which  State  Claims  must  be  filed. 


A.  Description:  This  proposed  regulation  would  simplify  arxf  clarify  existing 

regulations  in  line  with  "Operation  Common  Sense"  and  implement  significant 
changes  in  policies  and  operation  to  reflect  program  expe-ience.  ' 

B.  Why  Significant  The  Native  American  Grants  provide  valuable  resources  to 
Native  Americans  in  their  efforts  to  achieve  economic  and  self-sufficiency. 

C.  Regulatory  Analysis:  Not  required . . . 

O.  Need:  Regulations  are  needed  to  make  adminisfrative  improvements  which 

include  a  simplified  appeals  process:  improved  management  control  and 
paperwork  reduction:  and  the  removal  of  unnecessary  provisions. 

E.  Legal  Basis  42  U.S.C.  2991 . 

F.  Chronology:  None . 

G.  Covered  by  die  Regulalory  Flexibility  Act  Yes _ _ _ 

A.  Description:  This  regulation  will  amend  the  regulalions  to  the  Work  bKsntive 
Program  lor  AFDC  recipienls  in  order  to  make  them  conform  with  legislative 
amendments.  Changes  would  include  employment  search  authority  and  related 
social  services,  establishing  a  fixed  sanction  period,  and  other  minor  changes 
required  by  the  statute. 

B.  Why  Si^mcara:  These  regulations  would  implement  legislative  changes 
affecting  some  aspects  of  Work  Incentive  Program  operations. 

C.  Regulatory  Analysis:  Not  required . 

D.  Need:  These  regulations  are  needed  to  implement  legislative  changes 
mandated  by  Pub.  L  96-265. 

E.  Legal  Basis:  42  U.S.C.  630  et  seq  ... . . . . . 

F.  Chronology:  None . . . . . . . . . 

G.  Covered  by  Regulatory  Flexibility  Act  Ho . . . . . 

A.  Oescr^tion:  This  regulation  would  establish  a  2-year  time  limit  for  the  payment 
of  claims  by  the  stale  grantees  under  the  Work  Incentive  Program  in 
accordance  with  new  legislation 

B.  Why  Significant  These  regulations  are  intended  to  irr^xove  the  financial 
management  programs  under  the  Social  Security  Act. 

C.  Re^atory  Analysis  Not  required . . 

D  Need:  The  regulation  is  required  by  new  legislation . . 


David  Litton.  Acting  Director,  Policy  Planning  and  Budget 
Division.  Administration  for  Native  Americans,  Rm.  5300. 
HHS  North  Bldg.  330  Independence  Ave  .  S  W..  Wash¬ 
ington.  D  C  20201,  (202)  245-7776, 


Nancy  Snyder,  Acting  Executive  Direclor.  National  Ckxxdi- 
nalion  Committee  Work  Incentive  Program,  Rm.  5102. 
Patrick  Henry  Building.  601  D  St..  N.W..  Washington. 
D  C  20201.  (202)  387-6694 


Nancy  Snyder.  Acting  Executive  Director.  National  Coordi¬ 
nation  Committee  Woik  Incentive  Program,  Rm.  5102. 
Patriefc  Henry  Building  601  D  Si.  N.W..  Washinglon. 
D.C.  20201.  (202)  387-6694 
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Office  of  Human  Development  Services,  HHS 


Title  Summary  Contact 


E.  Legal  Basis:  Section  1132  of  the  Social  Security  Act  as  amended  by  Pub.  L. 
96-272. 

F.  Chronology:  None . 

G.  Covered  by  the  Regulatory  Flexibility  Act:  No . . . 


Title 


Food  and  Drug  Administration— Significant  Regulations 


Summary  Contact 


Revise  Inspection  Frequency;  Licensed  Blood  A.  Description:  This  proposed  regulation  would  reduce  the  frequency  of  inspec-  Rada  Proehl,  Regulations  Branch  (HFB-620).  Bureau  ol 
Banks.  tions  for  licensed  blood  banks  from  once  every  year  to  at  least  once  every  two  Biologies,  Food  and  Drug  Administration,  6800  Rockville 

years.  Pike,  Bethesda,  MD  20205.  301-443-1306 

B.  Why  Significant:  The  regulation  would  reduce  the  frequency  of  inspections  tor 
licensed  blood  banks  from  once  every  year  to  once  every  two  years, 

C.  Regulatory  Impact  Analysis:  Not  required . 

0.  Need:  To  reduce  the  inspection  burden  on  licensed  blood  banks . 

E.  Legal  Basis:  Sections  201,  510,  701.  704,  52  Stat.  1055-1056  (21  U.S.C.  321, 

360,  371,  374)  and  Section  351,  58  Stat.  702  (42  U.S.C.  262). 

F.  Chronology:  A  proposed  regulation  is  expected  to  publish  by  October  31, 

1981.. 


G  Covered  by  Regulatory  Flexibility  Act  Yes . 

Procedures  lor  Reclassifying  Category  IIIA  Bio-  A.  Description:  This  final  regulation  would  reclassify  Category  IIIA  biological  Albert  Rothschild,  Regulations  Branch  (HFB-620),  Bureau 
logicais  products  as  either  safe,  effective,  and  not  misbrand^  (Category  I),  or  unsafe,  of  Biologies,  Food  and  Drug  Administration,  8800  Rock- 

ineffective,  or  misbranded  (Category  II).  The  regulation  would  permit  interim  ville  Pike,  Bethesda,  MO  20205,  301-443-1306 
marketing  pending  completion  of  ctinical  studies  for  any  biological  product 
reclassified  into  Category  II  for  which  there  is  a  compelling  medical  need  and 
no  suitable  alternative  therapeutic,  prophylactic,  or  diagnostic  agent. 

B.  Why  Significant  The  regulation  would  establish  Agency  procedures  to 
reclassify  Category  IIIA  biological  products  into  either  Category  I  or  Category  II. 

C.  Regulatory  tmpact  Analysis:  Not  required . 

0.  Need:  The  document  responds  to  a  petition  lor  action  filed  by  the  Health 

Research  Group. 

E.  Legal  Basis:  Sections  201.  502,  505,  701,  52  Stat.  1041-1042,  1050-1051, 

1055-1056  (21  U.S.C.  321,  352,  355,  371);  Section  351,  58  Stat.  702  (42 
U.S.C.  262):  Sections  4  and  10,  60  Stat.  238  and  243  (5  U.S.C.  553.  702,  703, 

704). 

F.  Chronology:  The  proposed  regulation  was  published  January  16,  1981  (46  FR 
4634),  Comment  period  extended  from  March  17,  1981  to.  May  18.  1981  (46 
FR  17063).  A  final  regulation  is  expected  to  publish  by  October  31, 1981. 

G.  Covered  by  Regulatory  Flexibility  Act  No . 

Panel  on  Review  of  Blood  and  Blood  Prod-  A.  Description:  This  proposed  regulation  would  place  the  subject  products  in  Steven  Falter,  Regulations  Branch  (HFB-620).  Bureau  of 
ucts— Product  Effectiveness.  categories  designated  as  (1)  sale  and  effective  and  not  misbranded,  and  (2)  Biologies,  Food  and  Drug  Administration,  8800  Rockville 

unsafe  or  Ineffective  and  misbranded,  and  (3)  not  within  category  (1)  or  (2)  Pike,  Bethesda.  MD  20205,  301-443-1306 

above,  on  the  basis  that  available  data  are  insufficient  to  classify  such 

products. 

B.  Why  Significant  The  regulation  would  establish  the  safety  and  effectiveness  ol 
currently  marketed  products.  It  would  assure  the  public  of  receiving  only  those 
products  found  to  be  safe  and  effective. 

C.  Regulatory  tmpact  Analysis:  Not  required . . . . . . . 

D.  Need:  To  bring  products  into  conformance  with  current  standards  of  safety 
and  effectiveness. 

E.  Legal  Basis:  Section  351,  58  Stat.  702  (42  U.S.C.  252) . 

F.  Chronology:  The  proposed  regulation  is  expected  to  publish  by  October  31, 

1981. 

G.  Covered  by  Regulatory  Flexibility  Act:  FDA  will  consider  the  need  for  an  initial 
regulatory  flexibility  analysis. 

Panel  on  Review  ol  Bacterial  Toxoids  and  A.  Description:  This  proposed  regulation  would  place  the  subject  products  in  Steven  Falter,  Regulations  Branch  (HFB-620),  Bureau  of 
Bacterial  Vaccines  with  U  S.  Standards  of  categories  designated  as  (1)  safe  and  effective  and  not  misbranded  and  (2)  Biologies,  Food  and  Drug  Administration,  8800  Rockville 

Potency— Product  Effectiveness.  unsafe  or  ineffective  and  misbranded,  and  (3)  not  within  category  (1)  or  (2)  Pike,  Bethesda,  MD  20205,  301-443-1306. 

above,  on  the  basis  that  available  data  are  insuffic'ient  to  classi^  such 
products. 

B.  Why  Significant  The  regulation  would  establish  the  salety  and  ellectiveness  of 
currently  marketed  products.  II  would  assure  the  public  of  receiving  only  those 
products  found  to  be  safe  and  effective. 

C.  Regulatory  Impact  Anaylsis:  Not  required . . 

D.  Need:  To  bring  products  into  conformance  with  current  standards  of  safety 
and  effectiveness. 

E.  Legal  Basis:  Section  351,  58  Stat.  702  (42  U.S.C.  262) . 

F.  Chronology:  The  proposed  regulation  is  expected  to  publish  by  October  31, 

1981. 

G.  Covered  by  Regulatory  Flexibility  Act:  FDA  wHI  consider  the  need  lor  an  initial 
regulatory  flexibility  analysis. 

Bioresearch  Momtoring;  Obligations  of  Spon-  A  Descr^tion:  These  regulations  would  establish  procedures  to  be  followed  by  a  Marilyn  Watson  (HFD-30),  Bureau  of  Dmgs.  Food  and 
SOTS  and  Monitors  ol  Clinical  Investigations  sponsor  and  a  monitor  before  iniliating,  and  during  the  course  of,  a  clinical  Drug  Administration,  5600  Fishers  Lane.  Rockville.  MD 

investigation  involving  the  use  of  a  drug,  medical  device,  food  or  color  additive,  20857,  301-443-3640. 
or  electronic  product. 

B.  Why  Significant  The  regulations  will  provide  greater  protection  ol  the  rights 
and  safety  ol  subjects  in  cknicat  investigations  and  help  assure  the  quality  and 
integrity  of  the  research  data  used  to  support  the  marketing  of  products 
regulated  by  FDA  by  specifically  defining  the  responsibilities  of  sponsors  and 
monitors  in  clinical  investigations. 

C.  Regulatory  tmpact  Anaylsis:  Not  required . . . . 
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food  and  Drug  Administration— Significant  Regulations 


Title 


Abbreviaied  New  Drug  Applications  for  Post- 
1962  Drugs. 


New  Drug  Evaluation;  Revision  of  NDA  Regu¬ 
lations 


Ovef-the-Counter  (OTC)  Category  III  Policy. 


Over-the-Countef  (OTC)  Drug  Review. 


Summary 


Contact 


D.  Need:  There  has  been  an  identifiable  need  to  set  forth  procedures  that  would 
raise  the  level  of  the  quality  of  clinical  research  by  more  thorough  and 
supervisional  contact  between  the  sponsor  and  investigators.  These  regula¬ 
tions  will  define  specHicatly  die  responsibililies  of  sponsors  and  monitors  in 
assuring  protection  of  the  rights  and  safety  of  stA^ects  involved  in  clinical 
investigalions  and  assuring  the  quality  and  integrity  of  the  research  data  used 
to  support  the  marketing  of  products  regulated  by  FDA.. 

E.  Legal  Basis:  21  U.S.C.  346.  348,  352.  353.  355.  356.  357,  360.  360b-360f. 
360h-360i.  361. 371(a).  376.  381,  42  U.aC.  216,  262.  263t>-263a 

F.  Chronology:  The  proposed  regulations  were  published  on  September  27,  1977 
(42  FR  49612).  The  final  regulations  are  expected  to  publish  by  October  1981. 

G.  Covered  by  Regulalory  Flexitiily  Act  No . . . . . . 

A.  Oescr^tiorK  This  proposed  regulation  would  permit  applicants  to  file  abbreviat¬ 
ed  new  drug  app^tions  (ANDA’s)  for  products  indentical  to  approved  post- 
1962  drugs  and  to  omit  certain  reports  that  are  required  in  a  fud  NDA  to  show 
safety  and  effectiveness  of  the  product  H  would  apply  only  to  certain  drug 
products  spectfied  by  FDA.  At  present  ANDA’s  are  permitted  only  for  pre* 
1962  drugs  that  FDA  has  found  are  suitable  for  that  ktod  of  submtssioa 

B.  Why  Significant  This  would  reduce  duplicative  human  testing  of  drugs  and 
also  reduce  the  cost  to  the  manufacturer  of  getting  the  affected  drugs  on  the 
market  By  increasing  competition  among  drug  manufacturers,  it  may  reduce 
drug  costs  to  the  consumer.. 

C.  Regulatory  br^>act  Anayfew;  Yes . . . 

D.  Need:  This  action  has  the  potential  to  increase  competition  among  drug 
sources  when  patents  have  expired  and  lower  costs  of  drug  products. 

E.  Legal  Basis:  U.S.C.  355,  371(a) . 

F.  Chronology:  The  proposed  regulation  is  expected  to  publish  by  October  31. 
1981. 

G.  Covered  by  Regulatory  Flexibility  Act  FDA  win  consider  the  need  for  an  initial 
regulatory  flexibility  analyses.. 

A.  Description  Under  sectkm  5(a)(3)  of  E.O.  12291,  FDA  is  reviewing  and  wM 
propose  to  revise  the  existing  regulations  for  new  drug  applications  (NDA’s)  to 
improve  the  efficiency  of  FDA's  operation  and  to  toxtate  arxl  refine  its  internal 
policies  In  reviewing,  pnjcessing,  and  communicaling  with  sponsors  and 
applicants  of  NDA's. 

B.  Why  Sgnificant  These  revisions  can  be  expected  to  aid  NDA  applicants  by 
exp^ting  the  review  process,  reducing  papenwork,  and  redefinkig  the  NDA 
requirements  in  line  with  FDA’s  experiences  and  current  practices.  They  should 
also  rnsult  in  simpler  and  more  useful  reporbng  requirements. 

C.  Regu«itory  Impact  Analysis:  Threshold  assessment  underway . . 

D.  Need:  Experience  with  these  regulations  after  a  number  of  years  has  identified 
areas  where  the  NDA  procedure  arxl  requirements  need  updating  and  improv> 
ing. 

E.  Legal  Basis:  21  U.S.&  355,  357,  371(a)..._ . . . . 

F.  Chronology:  A  public  meeting  was  held  on  November  7.  1979.  The  proposed 
regulation  is  expected  to  publish  by  October  31, 1981. 

G.  Covered  by  Regulatory  Flexibility  Act  Yes _ _ _ _ 

A.  Desorption:  This  final  regulation  would  revise  the  OTC  procedural  regulations 
to  delete  the  provision  that  authorized  the  marketing  of  a  Category  III 
ingredient  or  labeling  claim  in  an  OTC  drug  product  after  a  final  monogra^  is 
established.  Any  testing  necessary  to  resolve  the  safety  or  effectiveness  issues 
lor  Category  Ul  ingredients  and  claims  would  have  to  be  completed  arxl  the 
data  submitted  to  FDA  within  a  limited  lime  period  during  the  OTC  drug 
rulemaking  process,  arxl  before  the  establishment  of  a  firial  morxigraph,  for  a 
drug  product  containing  these  ingredients  or  claims  to  be  legally  marketed. 

B.  Why  Significant  This  revision  rvouM  revise  a  reguiabon  found  unlawful  by  a 
court.  The  revision  also  is  expected  to  expedite  the  OTC  drug  review  process. 

C.  Regulatory  Impact  Analysis-  Threshold  assessment  urxferway . . 

D.  Need-  This  action  is  necessary  to  conform  to  the  holding  and  order  of  the 
United  States  DistricI  Court  for  the  Distnct  of  Columbia  in  Cutler  v.  Kennedy. 
475  F.  Supp.  838  (D.D.C.  1979). 

E  Legal  Bas^  21  U.&C.  321,  352.  355.  371(a) . . . 

F.  Chronology:  The  proposed  regulation  was  published  on  May  13.  1960  (45  FR 
31422).  The  comment  period  closed  on  July  14.  1980.  The  regulation  is 
expected  to  be  published  during  the  3rd  quarter  (April-June.  1981). 

G.  Covered  by  Regulatory  Flexibility  Act  No . . . 

A.  Description  These  regulations  provide  for  morxigraphs  that  specify  which  OTC 
drug  ingredients  arxl  labeling  claims  are  generally  recogrxzed  as  safe  and 
effectiva. 

B.  Why  Significant  These  regulations  win  assure  consumers  that  OTC  drug 
products  on  the  market  have  their  claimed  effect  and  bear  adequate  labeling 
lor  sale  and  effective  use. 

C.  Regulatory  Impact  Analysis:  Threshold  assessment  planned  for  each  mono¬ 
graph. 

D.  Need-  To  review  all  OTC  drug  ingredients  and  labeling  claims  to  determine 
which  of  these  can  be  considered  generally  recognized  as  safe  and  effective. 

E.  Legal  Basis  21  U.S.C.  321,  352.  355,  371 . . . . . . . 


Jean  Mansur,  Deputy  Assistant  Director  for  Regulatory 
Drug  Affairs  (HFO-30),  Bureau  of  Drugs.  Forxf  and  Drug 
Administration.  5600  Fishers  Lane.  RrxJrville,  MD  20857, 
301-443-3640 


Michael  McGrane,  General  Regulations  Brarxdt  (HFO-30), 
Bureau  of  Dru^  Frxxl  arxl  Drug  Administration,  5600 
Fishers  Lane.  Rockville.  MO  20857,  301-443-520a 


Marilyn  Watson  (HFO-30).  Bureau  of  Drugs,  Frxxi  arxf 
Drug  Administration.  5600  Fishers  Lane,  Rockvilfo,  MD 
20857. 301-443-3640 


William  E.  Gilbeitson.  Division  of  OTC  Drug  EvafoatXm 
(HFD-5t0),  Bureau  of  Drugs.  Food  and  Onjg  Adminislra- 
lion.  5600  Fishers  Lane.  RockvMe,  MD  20857,  301-443- 
4960 
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F.  Chronology:  Significant  proposed  and  tentative  mortographs  published  or 
expected  to  be  published:  OTC  Cold,  Cough,  Allergy,  Bronchodltator  and 
Antiasthmatic  Products  (CCABA)  proposed  monograph,  September  B,  1976  (41 
FR  38312);  (CCABA)  Anticholinergic/Expeeforant  segment  tentative  final 
monograph  expected  to  be  published  May  1981:  (CCABA)  Bronchodilator 
segment  tentative  final  monograph  expected  to  publish  October  1981;  OTC 
Topical  Antimicrobial  proposed  monograph,  September  13,  1974  (39  FR 
33103):  tentative  final  monograph.  January  6,  1978  (43  FR  1210);  External 
Analgesic  Drug  Products  lor  OTC  Use  proposed  monograph,  December  4, 

1979  (44  FR  69788),  OTC  Internal  Analgesic,  Antipyretic  and  Antirheumatic 
Drug  Products  proposed  monograph,  July  8,  1977  (42  FR  35346);  OTC 
nighttime  Sleepaid  and  Stimulant  Products  proposed  monograph,  December  8, 

1975  (40  FR  57292),  tentative  final  monograph.  June  13.  1978  (43  FR  25544); 

Anorectal  Drug  ProrJucts  for  OTC  Use  proposed  monograph,  May  27,  1980  (45 

FR  35576);  Vaginal  Contraceptive  Drug  Products  for  OTC  Human  Use  pro-  * 

posed  monograph,  December  12,  1980  (45  FR  62014);  Relief  of  Oral  Discom¬ 
fort  Drug  Products  proposed  monograph  expected  to  publish  Jurre  1981;  OTC 
Oral  Cavity  Drug  Products  proposed  monograph  expected  to  publish  Septem¬ 
ber  1981;  OTC  Weight  Control  Drug  Products  proposed  monograph  expected 
to  publish  May  1981;  OTC  Antiperspirant  Drug  Products  proposed  monograph, 

October  10,  1978  (43  FR  46694),  tentative  final  monograph  expected  to 
publish  September  1981;  OTC  Topical  Antibiotic  Drug  Products  proposed 
monograph,  April  1.  1977  (42  FR  17642),  tentative  final  monograph  expected 
to  publish  September  1981;  OTC  Topical  Antifungal  Drug  Products  proposed 
monograph  expected  to  publish  September  1981. 

G.  Covered  by  Regulatory  Flexibility  Act:  FDA  will  consider  the  need  for  an  initial 
regulatory  flexibility  analysis  for  each  monograph. 

Use  or  Food  Piesen/atives .  A.  Description:  This  final  regulation  would  establish  an  interim  food  additive 

regulation  for  BHT. 

B.  Why  Significant:  BHT  is  a  widely  used  preservative  heretofore  considered  Linda  Taylor,  GRAS  Review  Branch  (HFF-335),  Bureau  of 

GRAS  and  about  which  substantiat  safety  qu<3stions  have  been  raised  render-  Foods,  Food  and  Drug  Administration,  330  Independence 
ing  it  subject  to  the  food  additive  law.  .  Avenue,  S.W.,  Washington,  D  C.  20201.  202-472-4750 

C.  Regulatory  Impact  Analysis:  Not  required . . . . 

D.  Need:  To  determine  if  the  food  preservative  BHT  can  continue  to  be  deemed 
safe  for  use  in  foods. 

E.  Legal  Basis-  Sections  201|s),  409,  701(a).  52  Stat.  1784-1788,  as  amended 
(21  U.S.C.  321(s).  348.  371(a))  of  the  Federal  Food,  Drug,  and  Cosmetic  AcL 

F.  Chronology:  The  proposed  regulation  published  on  May  31,  1977  (42  FR 
27603).  The  comment  period  closed  July  26,  1977.  The  final  regulation  Is 
expected  to  publish  July,  1981. 

G.  Covered  by  the  Regulatory  Flexibility  Act  No . . . . 

Pnor  Sanction  ol  Nitrites  m  Meat  and  Poultry  A.  Description:  This  final  regulation  would  resolve  the  issue  regarding  whether 

Products.  there  is  a  prior  sanction  for  nitrites  in  meat  and  poultry  products. 

e.  Why  Significant:  There  is  substantial  interest  and  controversy  In  the  legal  John  Henman,  Division  ol  Food  and  Color  Additives  (HFF- 
status  of  nitrites.  300),  Bureau  of  Foods,  Food  and  Drug  Administration, 

330  Independence  Avenue,  S  W.,  Washington,  DC 
20201,  202-472-5676. 

C.  Regulatory  Impact  Analysis:  Not  required . 

0.  Need:  To  protect  the  public  health . . . . . . . - . 

E.  Legal  Basis  Sections  201(s),  201(t)(1).  402(a),  701(a),  706,  72  Stat.  1784;  74 
Stat.  397;  52  Stat  1046,  1055-1056,  as  amended  (21  U.S.C.  321(s),  321(t)(1), 

342(a),  371(a),  376)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

F.  Chronology:  The  proposed  regulation  was  published  on  December  21,  1979 
(44  FR  75662).  The  comment  period  closed  on  June  18.  1980.  The  final 
regulation  is  expected  to  publish  August,  1981. 

G.  Covered  by  the  Regulatory  Flexibility  Act:  No . . 

National  Shellfish  Safety  Program .  A.  Description:  A  notice  to  withdraw  the  proposed  National  Shellfish  Safety  David  Clem,  Shellfish  Sanitation  Branch  (HFF-417),  Bureau 

Program  regulation  and  a  proposal  to  continue  the  voluntary  National  Shellfish  of  Foods,  Food  and  Drug  Administration,  200  C  Street, 
Sanitation  Program.  S.W.,  Washington.  D  C.  20204,  202-245-1557. 

B.  Why  SignificanI:  An  improved  voluntary  National  Shellfish  Sanitation  Program 
would  help  ensure  the  safety  and  wholesomeness  of  shellfish  harvested  in 
waters  of  participating  states. 

C.  Regulatory  Impact  Analysis:  Not  required . 

D.  Need:  To  improve  the  voluntary  National  Shelllish  Program . . . 

E.  Legal  Basis  Sections  402,  403,  701(a),  Pub.  L.  717;  52  Stat.  1046-1048, 

1055,  as  amended  (21  U.S.C.  342,  343.  371(a))  of  the  Federal  Food.  Drug, 
and  Cosmetic  Act;  Sections  301,  308,  311.  361,  Pub.  L  410;  58  Stat.  691, 

693,  703;  74  StaL  364,  as  amended  (42  U.S.C.  241.  242m,  243,  264)  of  the 
Public  Health  Service  Act. 

~  F,  Chronology:  The  proposed  regulation  published  on  June  19.  1976  (40  FR 
25916).  The  comment  period  closed  November  13,  1975.  The  notice  is 
expected  to  publish  Seplember,  1981. 

G.  Covered  by  Regulatory  Flexibility  Act:  No . . 

Infant  Formulas  Quality  Control  Regulation .  A.  Description:  This  linal  regulation  would  establish  specified  quality  control 

requirements  for  infant  formula  manufacturers. 

B.  Why  Significant:  The  nutritional  adequacy  ol  infant  formulas  is  a  public  health  Ed  Scarbrough,  Regulatory  Affairs  Stall  (HFF-204),  Bureau 

Issue  on  which  there  is  substantial  public  hiterest.  ol  Foods,  Food  and  Drug  Administration,  200  C  Street. 

S.W.,  Washington,  D.C.  20204.  202-245-3117 

C.  Regulatory  Impact  Analysis:  Not  required . 

D.  Need:  To  assure  that  the  required  levels  of  nutrienls  are  present . 

E.  Legal  Bass:  Sections  201(n),  403(a).  701ta),  52  Stat.  1041  as  amended. 

1047-1048  as  amended,  1055  (21  U  S.C.  321  (n).  343(a),  371(a)  of  the 

Federal  Food.  Drug,  and  Cosmetic  Act.  . 

F.  Chronology:  The  proposed  regulation  was  published  on  December  30,  1980 
(45  FR  86362).  The  comment  period  was  extended  to  May  1.  1981  (46  FR 
17790).  The  final  reguiation  is  expected  to  publish  October,  1981. 

G.  Covered  by  the  Regulatory  Flexibility  Act:  No . 

inlanl  Fotmufa;  Recall  Process .  A.  Description:  This  proposed  regulation  would  establish  recall  procedures  for 

removing  adulterated  infant  formula  from  the  marirotplacc. 
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B.  Why  Significant  There  is  considerable  public  interest  in  infant  formulas  due  to  Hovvard  Pippin,  Guidelines  and  Compliance  Research 

medical  problems  in  infants  resulting  from  inadequate  amounts  of  essential  Branch  (HiFF-312),  Bureau  of  Foods,  Food  and  Drug 
nutrients.  Administration.  200  C  Street  S.W.,  Washingtoa  D.C. 

20204,  202-245-3092 

C.  Regulatory  Impact  Analysis:  Not  required . - . . . 

D.  Need:  To  protect  the  public  health;  regulations  are  required  by  state _ 

E.  Legal  Basis:  Sec.  1  et.  seq.,  Pub.  L  717,  52  Stat  1040-1059,  as  amended  (21 
U.S.C.  301  et  seq.)  of  the  Federal  Food,  Dnjg,  and  Cosmetic  Act 

F.  Chronology:  The  proposed  regulation  is  expected  to  publish  July.  1961 _ 

G.  Covered  by  the  Regulatory  FtexibiSty  Act  FDA  will  consider  ^  need  for  an 
initial  regulatory  flexibitity  analysis. 

Onnamyl  AnthranMale . . . —  A.  Description:  These  proposed  regulations  would  prohibit  drmamyl  anthranflate 

in  human  food  and  ingestibie  cosmetics  because  it  may  pose  a  risk  of  cancer. 

B.  Why  Significant  There  is  substantial  FDA  interest  due  to  public  health 
concerns  expressed  above.  ' 

C.  Regulatory  Impact  Analysis:  Not  required . .  Adede  Dennis.  (^AS  Review  Branch  (HFF-335).  Bureau  of 

Foods,  Food  and  Drug  Administration,  200  C  Street, 

S.W.,  Washington,  DC.  20204.  202-472-4750. 

D.  Need-  To  protect  the  public  health . 

E  Legal  Basis:  Sections  201(s),  402,  409,  701,  52  Stat.  1046-1047,  as  amended 

72  Stat.  1784-1788,  as  amended  (21  U.S.C.  321(s).  342.  348,  371)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 

'  F.  Chronology:  The  proposed  regulations  are  expected  to  publish  October,  1981 

G.  Covered  by  Regulatory  Flexibility  Act  Yes . 

Umbrella  GMP . . .  A.  Desorption:  This  revised  regulation  will  establish  new.  updated  or  more  F.  Ijbo  Kauffman,  Plant  &  Protein  Technology  (HFF-214). 

current  good  manufacturing  practices  for  the  food  irxlustiy.  Bureau  of  Foods,  Food  and  Drug  Administration.  200  C 

Street  S.W..  Washington.  D  C  20204,  202-245*1164. 

B.  Why  Significant  Provides  industry  with  requirements  designed  to  prevent  or 
avoid  offering  a  product  for  sale  which  niighl  be  defective  (violative)  in  a 
significant  respect 

C.  Regulatory  Impact  Analysis:  Required . . . . . . . 

D.  Need:  To  ensure  a  safe  and  sanitary  food  supply . . 

E.  Legal  Basis:  Sections  302,  303,  304,  402(a),  701(a)  52  Stat  1043-1046  as 
amended.  1055  (21  U.S.C.  332,  333,  334,  342(a).  371(a))  of  the  Federal  Food. 

Drug,  and  Cosmetic  Act  and  the  Public  Health  Service  Act  Section  361,  58 
Stat  703  (21  U.S.C.  264). 

F.  Chronology:  The  proposed  regulation  to  revise  the  umbrella  GMP  was  , 

published  June  8,  1979  (44  FR  33228).  The  comment  period  closed  December 

31,  1979.  The  final  regulation  is  expected  to  piAtlish  October,  1981. 

G.  Covered  by  Refflilatory  FlexSrility  Act  No . « . 

Lead  in  Infant  Foods  and  in  Evaporated  Milk _  A.  Deserptioa-  These  action  guidelines  would  announce  to  the  public  FDA's  Carl  Giannetta.  Petitions  Control  Branch  (HFF-334),  Bureau 

action  levels  on  lead  and  withdraw  the  1974  proposed  tolerance  for  lead  in  of  Foods,  Food  and  Drug  Administration.  200  C  Street 
evaporated  milk  and  evaporated  skim  milk.  S.W.,  Washington,  O.C.  20204,  202-472-5690. 

B.  Why  Significant  There  is  a  significant  public  health  interest . 

C.  Regulatory  Impact  Analysis-  Not  required . 

D.  Need:  To  lower  infant  exposure  to  toxic  levels  of  lead . 

E.  Legal  Basis:  Sections  406,  409,  701(a).  52  Stat  1055,  72  Stat  1785-1790  (21 
U.S.C.-  346,  348,  371(a))  Of  the  Federal  Food.  Drug,  and  Cosmetic  Act 

F.  Chronology:  The  proposed  tolerance  for  lead  in  evaporated  milk  and  evaporat¬ 
ed  skim  milk  published  on  December  6,  1974  (39  FR  42740).  An  Advance 
Notice  of  Proposed  Rulemaking  published  August  3T,  1979  (45  FR  51233). 

The  action  guidelines  are  expected  to  pubTish  June,  1961. 

Q.  Covered  by  Regulatory  Flexibility  Act  No . . . . . 

Labeling  of  Sodium  Content  of  Foods .  A.  Deserption:  This  proposed  regulation  would  define  terms  such  as  tow  sodium  Allen  Forbes,  Associate  Director  for  Nutrition  and  Food 

and  reduced  sodium  and  provide  for  including  sodium  content  in  nutrition  Sciences  (HFF-200).  Bureau  of  Foods,  Food  and  Drug 
labeling.  Administration,  200  C  Street  S.W.,  Washingtoit  D.C. 

20204.  202-245-1561. 

B.  Why  Sgnificant  There  is  a  substantial  public  health  need  for  arvl  public 
interest  in  consumers  being  able  to  regulate  intake  of  sodium. 

C.  Regulatory  Impact  Analysis  Threshold  assessment  underway . . 

,  D.  Need:  To  give  consumers  an  opportunity  to  regulate  their  own  intake  of 

sodium. 

E.  Legal  Basis:  Sections  201  (n)  and  (s).  402(a)(2)(C),  403(a).  409(cK1MA).  and 
701(a)  (21  U.S.C.  321  (n)  and  (s),  342(a)(2)(C).  343(a).  346(cK1MA),  and 
371(a))  of  the  Federal  Food,  Drug,  and  Cosmetic  Act 

F.  Chronology:  The  proposed  regulation  is  expected  to  publish  July,  1981 _ 

Q.  Covered  by  Regulatory  FlexPSty  Act  Yes . . 

New  Animal  Drugs  and  Feed  Additives  Derived  A.  Desorption:  This  notice  announces  the  availability  of  a  guidelines  that  Marylyn  (fordle.  Food  Anknal  Additive  Staff.  (HFF-3S0). 
from  a  New  Drug  Fermentation:  Human  describes  testing  and  evaluation  criteria  for  the  approval  of  complex  products  Bureau  of  Foods,  Food  and  Drug  AdmirkstratiocL  200  C 

Food  Safely  Evaluation  Criteria.  derived  from  a  dmg  fennentation  synthesis  and  proposed  for  use  in  food-  Street  S.W..  Washington,  D.C.  20204,  202-755-1120. 

producing  animal. 

B.  Why  Significant  The  guidel'ines  provides  a  feasible  alterantive  means  of 
dem^strating  safety  lor  approval  for  these  complex  products  that  are  not 
amendable  to  the  standard  criteia. 

C.  Regulatory  Infract  Analysis  Not  required . . . . . . 

0.  Need-  To  allow  these  types  of  products,  which  have  many  potential  benefits, 

to  be  used  in  food-producing  animals. 

E  Legal  Basis  Section  512  (21  U.&C.  360b)  of  the  Federal  Food,  Drug,  and 
Cosmetic  AcL 

F.  Chronology:  The  notice  of  availability  is  expected  to  publish  October,  1961 _ 

0.  Covered  by  Regulatory  Flexibility  Act  No...- . . . - . - _ _ _ _ 

Catoinogenic  Constitutents  In  Food  and  Color  A.  Desorption:  This  proposed  policy  statement  would  describe  a  policy  for  Teii  TroxeR,  Petitions  Control  Branch  (HFF-334),  Bureau  of 
Additives.  assessing  the  safety  of  food  and  color  additives  that  contain  carcinogenic  Foods,  Food  and  Drug  Administraaon,  200  C  StreeL 

constituents.  S.W.,  Washingtoa  D.C.  20204.  202-472-5690 

'  B.  Shy  Significant  Ihere  is  pubNc  interest  in  the  use  of  risk  assessment  tor 

evaluating  carcinogenic  constituents  in  these  additives. 

C.  Regulatory  Impact  Analysis  Nof  required . . . 

D.  Need:  To  clarify  agency  policy  on  carcinogenic  constituents  in  food  and  color 
additives 
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E.  Legal  Basis:  Sections  201(s),  201(t),  402,  409,  701,  706,  52  Slat.  1046-1047, 
as  amended;  72  Stat.  1784-1788,  as  amended  (21  U.S.C.  321(s),  321(t),  342, 

348,  371,  376)  ot  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

F.  Chronology:  The  proposed  policy  statement  is  expected  to  publish  during  the 
3rd  quarter  (April-June,  1981). 

G.  Covered  by  Regulalory  Flexibilily  Act  Yes . . . 

Prosthetic  Fiber  tor  Implantation  into  the  A.  Descrptionlhis  proposed  regulation  would  ban  all  prosthetic  fibers  intended  Pamela  Woytowicz  (HFK-114),  Bureau  of  Medical  Devices. 
Human  Scalp;  Banning.  (or  implantation  into  the  human  scalp  to  conceal  baldness.  Food  and  Drug  Administration,  8758  Georgia  Avenire. 

B.  Why  Significant  There  is  public  health  danger  resulting  from  the  side  effects  Silver  Spring,  MD  20910,  301-427-7218 
associated  with  the  prosthetic  fibers. 

C.  Regulatory  Impact  Analysis:  Threshold  assessment  undeiway . . . 

D.  Need:  To  protect  the  public  from  dangerous  side  effects  following  implantation 

of  prosthetic  fibers.  ^ 

E.  Legal  Basis:  21  U.S.C.  352(r),  360f,  360h,  360i.  371(a) . . . 

F.  Chronology:  The  proposed  regulation  is  expected  to  publish  September,  1981 

G.  Covered  by  Regulatory  Flexibility  Act  FDA  will  consider  the  need  for  an  initial 
regulatory  flexibility  analysis. 

User  Labeling  ol  Menstrual  Tampons . — .  A.  DescripHort  This  final  regulation  would  establish  labeling  requirements  for  Joseph  Sheehan  (HFK-70),  Bureau  of  Medical  Devices, 

menstrual  tampons  about  the  dangers  of  toxic  shock  syndrome  (TSS)  a  rare.  Food  and  Drug  Administration,  8757  Georgia  Avenue, 
but  sometimes  fatal,  disease  that  affects  menstnrating  women.  Silver  Spring,  MD  20910,  301-427-7114. 

B.  Why  Significant  The  regulation  would  provide  women  with  information  on  the 
risks  of  TSS. 

C.  Regulatory  Impact  Analysis:  Threshold  assessment  planned . 

D.  Need:  To  inform  consumers  of  the  risk  of  TSS,  a  serious  and  sometimes  fatal 
disease. 

E.  Legal  Basis:  21  U.S.C.  321  (n),  352  371(a) . . 

F.  Chronology:  The  proposed  regulation  was  published  October  21,  1980  (45  FR 
69840).  The  comment  period  closed  November  20,  1980.  The  final  re^ilation 
is  expected  to  publish  October,  1981. 

G.  Covered  by  Regulatory  Flexibility  Act  No . . . 

Fremarket  Approval  Procedural  Regulation . A.  Description:  This  final  regulation  would  set  our  procedures  for  submission  of  Henry  Goldstein  (HFK-402),  Bureau  of  Medical  Devices. 

premarket  approval  applications  (PMAs),  indudi^  safety  and  etfectiveness  Food  and  Drug  Administration,  8757  (Georgia  Avenue, 
requirements  for  ail  Cl^  III  medical  devices.  Silver  Spring,  MD  20910,  301-427-7445.  ' 

B.  Why  Significant  The  regulation  would  nform  the  public  ol  the  requiremenls  to 
obtain  FDA  approval  of  Class  HI  devices.  It  will  shorten  FDA  review  time  H 
manufacturers  know  In  advance  what  must  be  included  in  a  PMA. 

"  C.  Regulatory  Impact  Analysis:  Threshold  assessment  underway . . . 

D.  Need-  To  implement  section  516  ol  the  Medical  Device  Amendments  of  1976.... 

E.  Legal  Basis:  21  U.&C.  351,  352,  353,  360,  360c-360i,  371(e),  373,  374,  375, 

379,  381. 

F.  Chronology:  The  proposed  regulation  was  published  December  12,  1980  (45 
FR  84769).  The  comment  period  closes  April  13,  1981.  The  final  regulalion  is 
expected  to  publish  August  1981. 

G.  Covered  by  Regutatoiy  Flexibilily  Act  No . . . 

Ctassification  of  Preenactment  Devices  .............  A.  Description:  These  regulations  classify  afi  medical  devices  marketed  prior  to  Robert  S.  Kennedy  (HFK-400),  Bureau  ol  Medical  Devices, 

May  28,  1976  into  three  regulatory  control  categories.  The  ctassificati^  are  Food  and  Drug  Administration,  8757  (xeorgia  Avenue, 

based  on  the  recommendations  of  eight  expert  advisory  panels.  Silver  Spring,  MD  20910,  301-427-7230. 

6.  Why  Significant  The  classification  regulations  determine  the  regulatory  con¬ 
trols  to  ensure  the  safety  and  etfectiveness  of  medical  devices.  The  dassifica-  ^ 

tion  regulations  advise  manufacturers  whether  their  devices  are  subject  to 
general  controls,  pertormance  standards,  or  premarket  approval. 

C.  Regulatory  Impact  Analysis:  Not  required . 

0.  Need:  To  implement  sections  513  (c)  and  (d)  of  the  Medical  Device 

Amendments  of  1976. 

E.  Legal  Basis:  21  U.S.C.  3e0c  and  371(a) . . . . 

F.  Chronology:  Final  regulations  published:  Neurological  Devices,  September  4, 

1979  (44  FR  51726);  Cardiovascular.  February  5,  1980  (45  FR  7904);  OB/ 

GYN,  February  26,  1980  (45  FR  12M2);  Heinatology/Pathology,  September 
12.  1980  (45  FR  60576);  General  Hospital,  October  21,  1980  (45  FR  69678. 

Proposed  regulations  published;  Physical  Medicine,  August  28,  1979  (44  FR 
50458),  comment  period  closed  October  29,  1979;  Anesthesiology,  November 
2,  1979  (44  FR  63292),  comment  period  closed  January  2,  1960;  Microbiotogy/ 

Immunology,  april  22,  1980  (45  FR  27204),  comment  period  closed  June  23, 

1980;  Dental,  December  30.  1980  (45  FR  85962),  comment  period  dosed  April 
1,  1981;  Gastroenterology/Urology,  January  23,  1981  (46  FR  7562),  comment 
period  dosed  March  24,  1981.  Expected  (Mblication  dates  of  final  regulations 
are:  Physical  Medidne.  May  1961;  Anesthesiology,  May  1961;  Microbiology/ 

Immundogy.  August  1961;  Gastroenterology/Urol^,  Odober  1981;  Dental, 

October  1881.  Proposals  not  yet  prAlished  and  expeded  publication  dates: 

Clinical  Chemistry/Toxicology,  May  1981;  Ear,  Nose,  and  Throat,  May  1981r 
Ophthalmic,  May  1981;  Raddogy,  June  1981;  (Seneral  and  Plastic  Surgery, 

July  1981;  Orthopedic,  September  1981. 

G.  Covered  by  Regulatory  Flexibilily  Act  No . . . 

Recommendations  Id  State  and  Local  Agen-  A.  Description:  These  recommendations  would  consist  of  Prolectivo  Adion  Gall  Schmidt.  Immediate  Office  of  the  Bureau  Director 
cies  Concerning  Accidental  Radioactive  Con-  Guides  (PA(5s),  defined  as  the  projected  radiological  dose  equivalent  or  dose  (HFX-1),  Bureau  of  Radiological  Health,  Food  and  Drug 

tamination  of  Human  Food  and  Animal  commitment  to  individuals  in  the  general  population  that  warrants  protecthre  Administration,  5600  Fishers  Lane,  Rockville,  MD  20857, 

Feeds-  action  following  a  release  of  radioadive  material.  The  Department  of  Health  301-443-2850. 

and  Human  Services  was  assigned  agency  responsibility  for  this  task  In  the 

Federal  Register  of  December  24,  1975  (40  FR  59494)  by  the  Federal 
Preparedness  Agency,  (General  Services  Administration.  Within  HHS,  this 
function  has  been  delegated  to  the  Commissioner  of  Food  and  Dnrgs. 

B.  Why  Significant  Provides  guidance  foHowing  radiological  incidents,  including 
nuclear  power  plant  accidents. 

C.  Regulatory  Impact  Analysis:  Not  required . . . . . . . 

D.  Need-  To  develop  necessary  guidance  under  responsibility  assigned  by 
Federal  Preparedness  Agency. 

E.  Legal  Basis:  Federal  Preparedness  Agency  Notice  in  40  FR  59494  and  Public 
Health  Servica  Ad.  42  U.S.C.  241, 242o,  243. 
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Title  Summary  Contact 

F.  Chronology:  Proposed  recommendations  were  published  December  15,  1978 
(43  FR  56790).  Comment  period  closed  on  February  13,  1979.  The  final 
recommendations  are  expected  to  publish  September,  1981. 

G.  Coverod  by  Regulatory  Flexibility  Act  No . 

Recommeridations  for  National  Standards  for  A.  Descrplion:  These  proposed  recommendations  would  establish  recommended  Charles  Froom,  Standards  and  Regulations  Branch  (HFX- 
MecNcal  Radiation  Technologists.  quatifications  for  medical  radiation  technologists.  The  Notice  of  Intent  soUcUcd  460),  Bureau  of  Radiological  Health,  Food  and  Drug 

professional  and  public  input  about  existing  practices  of  credentiating,  the  need  Administration.  5600  Fishers  M>ne.  Rocltirille,  MO  20857, 
for  uniform  national  standards,  and  possible  approaches  for  ensuring  that  all  301-443-3426 
medical  radiation  technologists  demonstrate  a  certain  level  of  competence  in 
corxlucting  medical  radiation  examinations. 

B.  Why  Significant  The  issue  concerns  a  matter  on  which  there  is  substantial 
public  interest  as  evidenced  by  the  more  than  600  comment  letters  received 
on  the  Notice  of  Intent. 

C.  Regulatory  Impact  Analysis:  Not  required . 

0.  Need:  Medical  radiation  technologists  exercise  considerable  influence  over 

patient  exposure  during  radiological  procedures,  and  their  qualifications  are 
essential  for  producing  quality  diagnostic  images  and  therapeubc  applications. 

E.  Legal  Basis:  Public  Health  Sennce  Act,  42  U.S.C.  241,  263d . 

F.  Chronology:  Notice  of  Intent  published  on  March  13,  1979  (44  FR  14637).  The 
comment  period  closed  on  July  11,  1979.  The  proposed  recommendations  are 
expected  to  publish  September,  1981. 

Q.  Covered  by  Regulatory  Flexibility  Act  No . . 

Notice  of  Availability  of  Draft  Recommertda-  A.  Description:  This  notice  announres  the  availability  of.  arx)  solicits  comments  Bernard  Shiein.  Oftoe  of  Health  Affairs,  Bureau  of  Radio- 
tions  on  the  Use  of  Potassium  Iodide  as  a  on,  draft  proposed  recommendations  on  the  use  of  potassium  iodide  (Kl)  as  a  logical  Health  (HFX-4),  Food  and  Drug  Administration. 

Thyroid  Blocking  Agent  in  a  Radiation  Emer-  thyroid  blocking  agent  in  a  radiation  emergency.  In  December  1978,  FDA  5600  Fishers  Lane.  Rockville,  MO  20857,  301-443-6220. 

gency  solicited  new  drug  applications  (NDA's)  from  pharmaceutical  manufacturers  for 

producing  Kl  in  oral  dosage  forms.  As  a  result  this  thyroid.blocking  agent  is 
presently  available  for  commercial  distribution  in  both  tablet  and  solution  form. 

The  proposed  guidance,  accorhplishes  the  following:  (1)  identifies  levels  of 
radiation  exposure  from  a  radiation  accident  that  would  warrant  the  use  of  Kl; 

(2)  reiterates  specific  dosage  levels  for  adults  arx)  children  and  the  period  of 
administration  contained  in  the  NDA;  (3)  recommends  that  State  and  local 
authorities  establish  a  system  for  dissemination  of  pubHc  information  on  the 
proper  use  of  Kl  and  the  reporting  of  side  effects  from  the  drug;  arxl  (4) 
recommends  that  the  public  be  advised  on  how  to  (Attain  medical  assistance  in 
the  event  of  an  adverse  reaction  to  the  drug. 

B.  Why  Significant  The  proposed  re<»mmertdations  serve  as  provisional  Federal 
guidarx^  for  State  arxl  Icxtal  health  officials  and  the  rxxdear  irxjustry  to  use 
should  a  serious  rxjclear  accident  occur. 

C.  Regulatory  Impact  Analysis:  Hat  fetHMed . . . -JZ- . 

O.  Need:  To  develop  guidance  under  responsibility  assigned  by  die  Federal 

Emergerxiy  Management  Agency. 

E.  Legal  Basis:  The  Department  of  Health  and  Human  Services  responsibilities 
under  the  terms  of  the  “National  Emergency  Preparedness/ Response  Plan  for 
Commercial  Nuclear  Power  Plant  Accidents,"  issued  by  the  Federal  Emergerxty 
Management  Agency  on  October  22,  1980  (45  FR  69904). 

F.  Chronology:  The  rxitice  of  availabilty  is  expected  to.publish  May,  1981  . . . 

Gt.  Covered  by  the  Regulatory  Flexibility  Act  Ha . 

Notice  of  Availability  of  Draft  Report  (Ml  Refer-  A.  Description:  This  notice  announces  the  availability  of,  arxl  solicits  comments  Robert  Phillips.  Starxlards  arxl  RegulatxMis  BrarxMi  (HFX- 
ral  Criteria  for  Chest  X-Ray  ExaminatkMis,  '  (Mi,  a  (Iraft  report  developed  by  a  panel  of  physicians  on  the  utility  of  selected  460).  Bureau  of  Radiological  Health,  F(mmI  and  Drug 

chest  x-ray  screening  procedures.  The  draft  report  was  developed  under  Adininistration.  5600  Fishers  Lane.  R(xAville.  MD  20857, 

procedures  which  tollow  recommendations  of  the  NatxMial  Confererx^  (Mi  301-443-3426 

Referral  Criteria  lor  X-ray  Examinations  (1978).  FDA.  urxler  this  program,  acts 

as  a  facilitat(M  by  providing  logistical  suppcxt  to  small  panels  of  clinical  and 

scientific  experts,  convened  by  (xjtside  (xintractors.  The  panels  assess  the 

literature  ar^.  if  possible,  formulate  draft  referr^  criteria.  These  drafts  then 

undergo  extensive  review  arxl.  if  necessary,  clinical  trials  prxM'  to  widespread 

determination  of  final  criteria.  The  rxitice  destxibes  this  development  process. 

B.  Why  Significant  This  notice  describes  the  pnx^ss  whereby  FDA  acts  as  a 
facilitattx  in  the  development  of  radiologic  referral  (xiteria. 

C.  Regulatory  Impact  Anafysis:  Not  re()uired . 

D.  Need:  To  allow  public  review  of  the  draft  report  and  the  process  by  which  it 
was  developed. 

E.  Legal  Basis:  Public  Health  Service  Act  42  U.S.C.  241,  242,  243 . 

F.  Chronology:  The  notice  of  availability  is  expected  to  publish  May.  1981..„ _ _ 

Qt  .  Covered  by  the  Regulatory  Flexibility  Act  Ha . 

Medicated  Feed  Task  Force  ImplementatkMt .  A.  Descripbon:  This  final  regulation  would  revise  the  existing  regulations  to  George  Graber,  DnnsxMi  of  Anxmal  Feeds  (HFV-220|. 

provide  revised  criteria  for  the  need  of  an  approved  medicated  feed  applicatKMt  Bureau  of  Veterinary  Medline,  Food  and  Drug  AdminiS' 
ftM  the  maixjfa(dure  of  medicated  feeds.  tration.  5600  Fishers  Lane.  Ro(d(ville.  MO  20857,  30i- 

B.  Why  Significant  This  regulation  would  materially  change  the  current  require-  443-4438 
ments  for  approval  for  the  use  of  drugs  in  the  manufacture  of  medicated  feeds, 

C.  Regulatory  Intact  Analysis:  Not  required . 

D.  Need:  The  regulation  would  establish  scxjnd  and  consistent  criteria  for 
approval  of  medicated  feed  applications. 

E.  Legal  Basis:  Secs.  512,  701(a).  52  Stat  1055,  82  Stal  343-351  (21  U.S  C. 

360b,  371(a)). 

F.  Chronology:  The  proposed  regulation  was  published  an  January  9,  1981  (46 
FR  2456).  AlttxMj^  FDA  does  not  expect  to  pubksh  a  final  regulatxxi  by 
October  31,  1981.  the  Agency  is  including  this  regulatxMi  in  this  agenda 
because  it  represents  a  review  of  existing  regulations  urxler  sectxxi  5(a)(3)  of 
E.O.  12291. 

Q.  Covered  by  Regulatory  Flexibility  Act:  No . . 

Animal  Drugs  l(M  Minor  Species . . .  A.  Description:  This  final  regulation  would  define  the  safety  arxl  effectiveness  Thomas  V.  Raines  (HFV-109>,  OrvisxMi  of  Drugs  tor  Avaxi 

data  (xillectkMt  re()uirements  for  approval  of  new  animal  drug  applicxitXKis  for  Species.  Bureau  of  Veterinary  Medkxne.  Food  arxl  Drug 
use  of  a  drug  in  a  mirKM  species  or  for  the  use  of  a  drug  in  a  major  species  Administration.  5600  Fishers  Lane,  R(x:kvilte.  MO  20857, 
for  treatment  of  a  rare  or  frequently  occurring  disease.  301-443-4913 

B.  Miy  Significant:  To  assure  the  availability  of  new  animal  drugs  for  use  in 
mirxM  species  (m  a  mirxM'  use  In  a  majiM  species. 

C.  Regulatoiy  Impact  Analysis-  Not  required.....-.-..-. . . 
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D.  Need:  Because  of  little  economic  incentive  to  drug  manufacturers,  under  ~ 

current  criteria  few  drugs  have  been  approved  for  use  in  minor  species.. 

E.  Legal  Basis:  Sections  512,  701(a).  52  Stat.  1055.  82  Stat  343-351  (21  U.S.C. 

360b,  371(a)). 

F.  Chronology:  The  proposed  regulation  was  published  on  July  20,  1979  (44  FR 
42714).  The  comment  period  closed  on  October  19.  1979.  The  final  regulation 
is  expected  to  publish  September,  1981. 

G.  Covered  by  Regulatory  Flexibilily  Act:  No . 

Approval  of  Supplemental  New  Animal  Drug  A.  Desorption:  This  final  regulation  would  set  forth  corvations  under  which  a  new  John  R.  Markus,  Chief  Chemist.  Scientific  Evaluation  (HFV- 
Applfcations  animal  drug  application  may  be  approved  without  complete  reevaluation  of  all  104),  Bureau  of  Veterinary  Medicine,  Food  and  Drug 

safety  and  effectiveness  data  in  the  parent  application.  Administration,  5600  Fishers  Lane,  Rockville.  MO  20857, 

B.  Why  Significant:  The  regulation  would  cortstitute  a  change  in  agency  policy  301-443-4313. 
regarding  such  approval. 

C.  Regulatory  Impact  Analysis:  Not  required . 

D.  Need:  The  regulation  will  speed  up  approval  of  certain  supplemental  applica¬ 
tions,  including  those  improving  safety  and  effectiveness  of  the  drug. 

E.  Legal  Basis:  Sections  512,  701(a),  52  Stat.  1055,  82  Stat.  343-351  (21  U.S.C. 

360b,  371(a)). 

F.  Chronology:  Notice  of  intent  was  published  on  November  12,  1976  (41  FR 
50003)  and  the  proposed  regulation  was  published  on  December  23,  1977  (42 
FR  64367).  The  comment  period  closed  on  March  23,  1978.  The  final 
regulation  is  expected  to  publi^  September,  1981. 

G.  Covered  by  Regulatory  Flexibility  Act:  No . . . 

Chemical  Compounds  in  Food-Producing  Ani-  A.  Descrpfion:  This  guideline  describes  the  criteria  the  agency  will  use  to  assess  Joseph  A.  Settepani,  Acting  Associate  Director  lor  Human 
rrmls:  Availability  of  New  Threshold  Assess-  the  carcinogenic  potential  of  animal  drug  residues  in  human  food.  Food  Safety  (HFV-300),  Bureau  of  Veterinary  Medicine, 

ment  Criteria  for  Guideline  B.  Why  Significant:  The  guideling  replaces  a  previously  published  threshold  Food  and  Drug  Administration,  5600  Fishers  Lane.  Rock- 

assessment  guideline  which  would  have  required  virtually  all  candidate  animal  vHle,  MD  20857,  301-443-4500. 

drugs  to  be  tested  for  carcinogenic  potential.  The  new  guideline  would  refine 
the  screening  procedures  and  would  reduce  the  number  of  candidate  drugs 
requiring  such  testing. 

C.  Regulatory  Impact  Artalysis:  Not  required . . . 

D.  Need:  The  guideline  will  provide  a  written  standard  for  making  an  important 
human  food  safety  decision  that  arises  with  each  animal  drug.  It  will  help 
petition  reviewers  make  consistent  decisions  and  will  inform  the  regulatd 
industry  as  to  how  these  decisions  are  made. 

E.  Legal  Basis:  Sections  512,  701(a).  52  Stat.  343-351  (21  U.S.C.  360b.  371(a)) . 

F.  Chronology:  An  original  threshold  assessment  procedure  was  published  in  the 
preamble  of  the  March  20,  1979  Proposal  entitled  "Chemical  Compounds  in 
Food-Producing  Animals.”  (44  FR  17070)  (commonly  referred  to  as  "Sensitivity 
of  Method”  (SOM)).  The  guideline  is  expected  to  publish  May,  1981. 

G.  Covered  by  Regulatory  Flexibility  Act:  No . 

National  Environrrrentai  Policy  Act.  Policies  and  A.  Descriptpn:  This  final  regulation  would  amend  agency  requirements  for  John  Matheson,  Acting  Chief,  Environmental  Impact  Staff, 
Procedures  compliance  with  the  National  Environmental  Policy  Act  to  comply  with  the  (HFV-300),  Bureau  of  Veterinary  Medicine,  Fnod  and 

Council  on  Environmental  Quality's  regulations  (40  CFR  1500-1508).  Drug  Administration,  5600  Fishers  Lane,  Rockville,  MD 

B.  Why  Significant  The  regulation  would  change  the  environmental  documents  20857,  301-443-4500. 
and  procedures  followed  for  environmental  review  of  actions  proposed  by  or 

requested  by  the  agency. 

C.  Regulatory  Impact  Analysis:  Not  required . . . 

D.  Need:  Council  on  Environmentai  Quality  regulations  require  consistent  imple¬ 
mentation  of  NEPA  among  all  Federal  agencies. 

E.  Legal  Basis:  Section  701,  52  Stat.  1055-1056  (21  U.S.C.  371);  Section 
102(2)(C),  83  Stat.  853  (42  U.S.C.  4332);  40  CFR  1500-1508;  E.Q.  11514, 

11991  and  12114. 

F.  Chronology:  The  proposed  regulation  was  published  on  December  11,  1979 
(44  FR  717452).  The  comment  period  closed  March  12,  1980.  The  final 
regulation  is  expected  to  publish  September,  1981. 

G  Covered  by  R^ulatory  Flexibility  Act:  No . 
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